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> HEALTH CARE TECHNOLOGY ASSESSMENT 

v " 

THURSDAY, JUNE 7, 1984 

N 0 

9 

* . m U.S. Senate, 

o Committee on Labor and Human , Resources, 

*. , h , Washington; DC. 

The committee met, pursuant to notice, at 9:45 a.m., in room 562, 
/Dirkseti Senate Qffice Building, Senator Dan Quayle (acting chair- 
/ man of the committee) presiding. 
Present: Senator Quayle. 

opeSTng statement of senator quayle 

Senator Quayle. The comnjittee will come to order. 
Today on behalf of Chairman Hatch I have the opportunity to 
4 hold hearings on health technology assessment. This will be the 
r first in alseries of 'three hearings that I have the opportunity to 
chaii> to examine the health care cost containment issue. The first 
will be today on health technology assessment. The second hearing 
jviil be on June 21. That will focus on general cost containment 
^strategies— in other words, whether we should take a very compre- 
hensive approach or should we have a more incremental approach. 
* % The hearing will basically be a dialog and the discussion that day 
and will determine how we will go forward. The third hearing will 
be Held on July .10, and we will explore the cost implications of d& 
fensive medicine and medical malpractice. S 

After these hearings, obviously we will be in a better ^position to 
v make a determination on where we are going to go in the whole 
health care area. In general, I have always been very up front in 
trying to approach this issue, as I do other issues, in a market-ori- 
ented fashion. I bedieve this approach is the best means to assure 
the desired ends of an efficient allocation and utilization of our 
health care resources. - 
* I am concerned, however, that with respect to the application of 
new and existing health care t*^^>logy, that perhaps the market 
, alone may not provide sufficierJHpprniation upoti which to deter- 

mine the best use of health 'care^esourees. It has become increase 
' ingly clear in recent years that there may also be insufficient in- 
centives to promote the most cost effective use of new medical tech- 
nologies.'^ 

By saying that, I don't mean that technology by itself is bad, be- 
cause technology in apd of itself is generally good. Technology by 
itself does not necessarily increase cost, but sometimes the utiliza- 
tion of technology is the issue on cost. I do believe that, as we are 
booking at .and groping with technology— and I have always been 
one that has advocated entrepreneurship, incentives, and trying to 
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go as far and as fast and as quickly as possible— we need to realize 
that cost is going to be a fqptor and that the cost factor in technolo- 
gy is here to stay. 

I think what we are trying to examine today— and our leadoff 
witness can certainly give us some insight— is legislation that I 
have introduced and legislation that has been introduced -in th^ 
House concerning how we can get knowledge about technology, as- 
sessment and how we can disseminate that knowledge. 

Furthermore, I think that the most imoortaftt thing— and I hope 
all of our witnesses «ill direct themsebk to it— is that we have 
talked a lot about public/private participalfan. How are we going 
to got the credibility that is necessary, so one* a determination on 
technology assessment is reached, that it is going to be accepted, 
that it is going to be utilized, and how can we do this in the most 
efficient manner? 

We have exploredvthis in the past. We have done technology as- 
sessment and there are a lot of entities that do it but it has been 
pretty much a Government function. For political reasons the legis- 
lation providing for the Government function was phased out. Now 
there is talk about phasing it back in but with a different face, and 
I think it is important that we exanflne how best we can support 
an entity to deal with technological assessment and to do it in a 
* way that is 'going to be accepted and Qne that we can promote the 
issue of the' quality of medical care. We also want to maintain 
access and we also want to be very sensitive to the costs, not only 
from the Federal budget standpoint but also the impact to busi- 
nesses, insurance premiums, and also the individual. 

At this point in the record I shall insert a statement of the cha^r- ' 
man f Senator Hatch. Senator Thunfiond and Senator Kennedy will 
also supply statements for insertion. 

[Statements of Senators Hatch, Thurmond, and Kennedy follow:] 

Statement of Senator Orrjn'Hatch, Utah 

, Today we are holding full Labor and Human Resources Committee hearings to 
consider one of the important factors in the high cost of health care— that is, how 
we can better determine what kinds of medical services should bp paid for by the 
Medicare and Medicaid programs. The process of considering what health services, 
diagnostic tests and therapeutic procedures are cost-effective and beneficial, is 
known as "technology assessment/' and is currently conducted in the National 
Center for Jfealth Services Research and the Health Care Financing Administra- 
tion However, there are many who feel that insufficient attention has been paid to 
evaluating just what we actually pay for in the name of health care services. 

, These hearings will give us an opportunity to learn wiore about what has been 
done and what we are now doii\g f and to consider proposals to improve our ability to 
direct public funds to purchase effective and economic health care services. 1 believe 
this is a critical issue during^this time when health cost increases threaten the via- * 
bihty of the Medicare Trukt fund, 1 look forward to the testimony of our expert wit- 
nesses, y 
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MR. CHAIRMAN: 

It is a pleasure to be. here ' today to receive 
health care technology assessment. 

I WANT TO COMMEND YOU, Mr. CHAIRMAN, FOR.T 

' ~ / » |, | M 

that you do in focusing the attention of this cowlttei on the 

Nation's mos"t important health care issues. . ^ 
* # 

THE PROPER ASSESSMENT OF HEALTH CARE TECHNOLOGIES, I PEL I EVE/ 
IS ESSENTIAL IF WE ARE TO ACHIEVE THE MOSf EFFECTIVE OPERATION m 
0*F OUR HEALTH CARE SYSTEM. THESE TECHNOLOGIES --.WHICH HAVE BEEN 
BROADLY DEFINED TO INCLUDE DRUGS/ DEVICES/ MEDICAL OR SURGICAL 
PROCEDURES/ AND THE KNOWLEDGE NECESSARY FOR THEIR APPLICATION — 
ARE CRITICAL TO VIRTUALLY ALL SEGMENTS OF THE HEALTH, CARE INDUSTRY. 

However, there appears to be some question' as to the effective- 
ness OF HEALTH CARE ASSESSMENT TODAY AND IN THE PAST . 

Mr. Chairman,- I am hopeful, that through thjs hearing we wi(?l 

LEARN MORE ABOUT HOW THE ASSESSMENT OF* HEALTH CAR£ TECHNOLOGY 
MIGHT BE IMPROVED IN OUR COUNTRY. We HAVE A DISTINGUISHED GROUP 
OF WITNESSES WITH US AND I 4-DOK FORWARD TO THEm TESTIMONY. 
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STATEMENT 0 F SENATOR EDWARD M. KENNEDY ON 
HEALTH CARS TECHNOLOGY ASSESSMENT 

* 1 ' 

I am pleased that the Congress is reexamining* the issue, of 

health care technolbgy assessment'." In 1978, when I chaired the 

^ HeaUh Subcommittee of # this ,C6nimittee, we conducted hearings* 

that led to the passage of legislation establishing 0 the Nation*! 

Center for Health Care Technology^ Those hearings demonstrated 

eonc-lusiveiy # the national need for a comprehensive, expanded, 

national technology assessment effort. Hearings conducted c\ the 

House side. reached a similar conclusion. As ttt£ House report 

stated, "There- is «an emerging consensus . . . that many technologi 

have been widely adopted into medical practice in the face of* 

disturbingly scanty information about their health benefits, 

* * * 
clinical risks, cost effectiveness, and side effects. 

In addition, the us»e of some technologies persists long after 
it becomes evident thJt these technologies arb of marginal 
utility, outmoded, ancj even harmful.* 

Although the current Administration forced the termination 
of the National Center in 1981, those findings are as true today 
as when the National Center was established,. Dr. £rnold Relman, 
the distinguished editor df the New Engla nd Journal of Medicime r 
recently testified that "fifteen to twenty percent oi all the 
tests, procedures, drugs and devices employed in the diagnosis ^ 
'and treatment of disease . . . are not worth the mone^ we spend 
on them. They are either of no 'value, they are redundant and * 
add little or nothing to less expensive technologies already in 
use or, in a few cases, may actually be harmful.** 
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Dr. John Wennberg of Dartmouth has Studied elective surgery 

* * * «, - 

t 

on the elderly and ( found that* based solely on where patients 

' *' / * 

live, they may be three or four times mo^re • likely to underqo 

prostatectomy for benign prostatic hypertrophy, or lens 

extraction for cateract. As Dr. JoHn Liunkei oi frtaniotd iccont 

testified, "The symptoms of a small or jnqjterately enlarged 

prostate are widespread in men over the age of 65. The* risks 

of ^surgery is a matter over which .urologic surgeons differ 

widely. Much the, same scenario can be painted for cataracts and 

their surgical correction, and for a host of other condictions 

and therapies." , * " 

Clearly, using the prostate surgery example, oilluii i^oiiio 
surg«ons a*e performing far too many unnecessary and cinn^cwous '* 
operations or other surgeons are failing to recommend surqory 
when it is necessacy and desirable. ' .\ . 

Clinicians want to provide their patients vith the best' 
medical treatment available; But in the absence of controlled, 
scientific assessment of safety and efficacy, much ol medical 
practice must remain based on custom and intuition. 

As. Dr. Seymour Perry of the Georgetown University Medical 
Center recent ly stated, "the majority of diagnostic devices and 
therapeutic procedures currently used in the practice of* medicine 
have never been subjected to careful evaluation. 1 * A 1978 report 
of the Office of Technology Assessment estimated \hat only 10 
to 20 percent of all procedures in medical practice had been 
subjected to controlled evaluation* 

' This situati6n serves neither the ,patM.ents, the phys i ci/inf? , 
nor our society well. It results in needless risk, ijlnesn, and 
suffering and further inflates our Nation's already swollen 
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medical bill. 

During its brief lifje, the Natibna^l Center demonstrated, the 
' utility of systematic technology assessment. The Center studied 
seventy-five technologies for the purposes of Medicare reimbursed 
ment and found tW 40% were ineffective or without evidence ofl 
benefit. Evaluations b/ Harvard and UCLA, Schools of i'ublic Health 
showed that the Center's recommendations concerning* only six 
technologies saved Medicare $\00 to $200 million a year. * 
* Even with' the* demise of the national Center, activity in 
the technology assessment area continues. According to 
09. Perry, there "are at -least 45 organizations . involved An 
technology assessment* But the amount of resources devoted to 
that endeavor are tiny considering the need and potential 
benefits. The largest single investment in medical technology 
assessment is > the National Institute of Health's clinical 
trials program, but this program accounts for lesssthan 4% of 
tine NIH budget 1 , about $150 million a year, and NIH expenditures 
for clinical trials |are aotually at a lover level than they were 
in 1980. This expenditure of $150 million for systematic 
clinical assessment , can be contrasted to the more than $9 billion 
a year the Nation spends on health research and development, 
\ Earlier this year, I introduced an Omnibus Health 
Reauthorization bill r S. 2452, which was co-sponsored by ail the 
other Democratic members of this Committee. S. 2452 included a 
Provision which would |*a>e re-established the National center of 
Health Care Technology Assessment. I am not wedded to that 
organizational form, and J hope that based oh these hearings, *> 
Senator Quayle and i and other- interested members of this 
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Committee will be able to work ouT* a legislative proposal that 
will meet the national need for health technology assessment. 

In my view, whatever organizational form is* devised must 
meet the following criteria; 

It must promote interchange and coordination among the 
organisations engaged in technology assessment to avoid needle^ 
duplication; - 

It must provide a mechanism for setting technology 
assessment priorities fc so Vhat limited assessment resources can 
be used ipost effectively; 

— ' It must encourage dissemination of the results of 
technology assessment so that practitioners and patients can 

benefit from the most current research. 

j 

. — It must provide authoritative guidance for public and 
private insurers needing to make decisions on insurance coverage; 
It must be responsive to the needs of both the public 

¥ 

and private sector; and * 

It must be provided adequate resources to meet our 

national need for technology assessment. In my judgement this 

last criteria means th^t there must be a substantially 

increased commitment of Federal resources to this activity/ 

although the Federal government shquld not be the exclusive 

t 

source of funding. 



I look forward to the guidad^e of our expert witnesses on 
this important topic. • 
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Senator -Qua yuc Our first witness today is Dr. Brandt, who is 
Assistant Secretary for Health and Human Services. He is accom- 
panied, I believe, by Dr. John Marshall, the Director of the Nation- 
al Center for Health Services Research. Dr. Brandt is well known 
to all of us, has been before this committee numerous times. He 
needs no introduction so, Dr. Brandt, welcome back and proceed at 
your will. 

STATEMENT OF -EDWARD N. BRANDT, MD., ASSISTANT SECRE- 
TARY OF HEALTH, U.S. DEPARTMENT OF HEALTH AND HUMAN 
SERVICES, ACCOMPANIED BY JOHN MARSHALL. DIRECTOR, 
NATIONAL CENTER FOR HEALTH SERVICES RESEARCH , 

Dr. Brandt. Thank you very much, Mr. Chairman. It is a' pleas- 
ure to appear before yoa today to discuss Public Health Service>ac- 
tivities in medical technology assessment. , 

Let me preface my remarks this morning with a brie^summary 
of the primary responsibilities of the National Center for Health 
Services Research. It is important to establish that there must be a 
link between medical technology assessment and health care, deliv- 
ery research. Medical technologies cannot be evaluated effectively 
aoless they are examined Within the' environment in which jthey 
are used. 

' It is also important, early on to recognize that there 'are a 
number of different definitions of technology. In my own mind the 
term "technology" includes not only the drug, device, or medical 
p>gpedure under consideration, but also the knowledge and profes- 
sional competence needed to apply that drug? device, or procedure 
safely and effectively on behalf of patient care. The facilities, per- 
sonnel, and health delivery systems needed to deploy complex med- 
ical procedures have too, often escaped consideration in the assess- 
ment process. > » -\ 

It is the study of these systems* that health services research is 
all about. The NCHSR is the focal point within the Federal Gov- 
ernment for research on the health care delivery system. It sup- 
ports both an extramural research, grant program and an intramu- 
ral' research program. One of its more popular and better known 
activities is the User Liaison Program, through which the NCHSR 
provides timely research results, written to meet the real time 
problem-solving requirements of both State and local officials. 

Within the National Center, the Office of Health Technology As- 
sessment is responsible for providing. Public Health Service advice 
to the Health Care Financing Administration with respect to medi- 
care coverage of medical technologies that are either not presently 
covered or that may no longer be considered' appropriate. In my 
full statement, Mr. Chairman, I have outlined the process that we 
follow in accomplishing that advice to HCFA. . 

Technology assessment within the Public Health Service, howev- 
er, includes much more than providing advice to HCFA on medi- 
care coverage issues. Activities include primary data collection, sec- 
ondary data analysis and synthesis, the development and continued 
evaluation oXf^th^©k)g*6a{Wd|a^ation dissemination: I have 
given a su^iiilW^t^^a^bPrnVse^Mlne Complete statement. 
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I believe the Public Health Service provides/ valuable services in • 
three artftui: first, fn primary v data collection (or use by others cooing 
technology assessment; second, in the development, validation, and 
continued evaluation of methods for apaksing ^technology; and, 
three, %in continuing to provide #CF A 4 with assessments of health 
care technology. Th£s6 assessment activities, however, are circum- 
scribed and snouid be supplementfed-^ 5 ^^^, ijiust be supplement- 
od^--by professional associations and others. 

Over the past' year we haVe been reevaluatwatf the rote of the'' 
Public Health Service in technology fassessmentr<Jue§#ons we have 
asked are, one, Should w$ assume frill responsibility for technology 
assessmept in this country? We have, rejected that responsibility. 
Shpuld we assume greater regulatory authority over, the use of new 
technologies: A^ain^'we think HA.. * • > , * 

In answer to that second qu^tioh, the Public Health Service is* 
not in a position to make decisions about who should receive a par- 
ticular technology,, who should provide that technology or where 
that technology should be provided. It is our responsibility to pro- 
vide, the best clinical $nd scientific information about new medical 
technologies to HCFA and to the public. We have that responsibil- 
ity because of the need for the. Federal Government too maintain re- 
sponsible stewardship'over the medicare trust furkL ~ 

We also have a responsibility to administer faitntwlly the regula- 
tory laws aver drugs and devices but, beyond that, I believe that it 
is the responsibility of the private sector to make its own decisions 
about. the purchase and Use of new technology. In my judgment, 
» technology assessment would be best served by some pfiVate/public 
partnership. 

• We have been working with the Institute of- Medicine with re* 
spect to a plan for a consortium within the private sector to accom- 
plish this assessment. Such a partnership would take advahtage of 
important work already being done by such groups as the Ameri- 
can College of Physicians, the AM A, the American College of Car- 
diology—all of whom you will hear from later today. The continue^ 
participation of these organizations in technology assessment is 
critical We, the Public Health Service, cannot and should liot du- 
plicate the valuable and important role that these groups play.- A 
heavy handed Federal cole, whether percfciveA^pr real, has not 
worked in the past and would hot be Accepted in me future, 

We have also reviewed your bill, Senator Quayle, S, 2$04, and we 
have pointed out -some* of our concerns about that bill" in our testi- 
mony In particular, we would po}n% out to you that although the 
bill was very specific in some instances, it does not projfde acfe- . 
quale guidance in others. For example, there is no mention of who . 
would he c'm pottered to direct the Institute to examine a particular 
technology- ^ % I 

On the basis of the reasons outlined in the testimony, th^admin- 
istration does not support theapproach offered hp S. 2504Mf it is 
determined that legislation for technology assessment is to be pur- 
sued, we Woufd prefer the general approach contained in H.R ..54%, 
which emphasizes more, strongly the rdle of the NCHSR. 
.That concludes' my l&ntement, Mr. Chairman. We will be happy 
fokp^itifoW (Mgat^^UmtVou may have. 

[The prep^ Brandt follows:) 

\ f 
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9TATEH6NT OF, 

EDWARD B. BRANDT, JR. , M.O. 
ASSISTANT SECRETARY FOR HEALTH , 
DEPART KENT OF HEALTH AND HUMAN SERVICES 

Mr. y Chairman and Members of the Committee f 

It is a' pleasurp to appear before you today to discuss the 
Public Health Service (PBS) activities in medical technology 
assessment. X am accompanied by the Director of the National 
Center for Health Services Research (KCHSR), Dr. John Mare£all. 

I would* like to preface my remarks this morning with a 

brie? summary of (he primary responsibilities of NCHSR. Such a 

summary is important because of the link that must exist 
\ * * 

between' metrical technology assessment and health care delivery 
research. Medical technologies cannot be evaluated effectively 
unless they are examined within the environment in wjiich they 
are used. X should aaution, however, that any description of 
an agency's role inAechnSlogy assessment is complicated by the 
many different definitions of "technology." In my. own mind, * 
the term "technology" includes not only the drug, device, or 
medical procedure under consideration, but also the knowledge 
and pro f ess ionaL competence needed to apply that^drug, device* 
or procedure safely and* effectively on behalf of patient care. 
The facilities, personnel and health delivery systems needed to 
deploy complex medical .procedures have too often escaped 
consideration in the assessment? The study of these systems is 
exactly what health sexvices research is all about. 



BEST COPY AVMLABLt 



+ ■ -: ■ . u 



- 2 - 



NCHSR Is the focal point within the ^Federal 'government tor 
research on the health care delivery system. It provides 
information that is used* to Improve tbe effectiveness, 
efficiency and distribution of health care services in this 
country. The Center supports an extramural research gcant 
program based on peer^review of investigatgr-initiated 
research. It seeks to develop the knowledge base for future, 
policies, as it, did for example in the developmental work on 
many key features of our modern health care delivery system. 

> 

NCHSR also conducts an intramural research program that 
provides the basis for estimating the 1 cost of medical care, the 
extent <of insurance coverage, and the effects of treating 
employer provided health coverage as a non-taxed benefit. 
KCHSR has also developed methods for predicting the need for 
long-term care. The^Hospital Cost Utilization Project data 
base wi'il prove useful in the Department's evaluation of 
implementation of prospective payment and its effects over the 
next five years. ^7 

Through its User Liaison Program, KCHSR provides timely 
research results written' to meet the real-time problem solving 
requirements of State and local officials. 
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Withir. NCHSRfy the Office of Health Technology kssessraent 1 

(OHTA) is responsible for /providing PHS advice to.SCFA with 

f ' • " ' 

respect to Medicare coverage of medical technologies th^t are 

- " * / * ? 

either not presently fpovr red or that may no longer be 

(\ * ■ 

considered appropriate. Briefly ^tated, the process vorJcs as - 

fcSllows: When inquiries reg^aralng the coverage of medical 

• ' ** * 

technologies cannot be resolved by Medicare contractors and ire 

forwarded to HCFA, a physicians' panel, established by^Hy^A, 

reviews the issue. This panel includes' a represents^ 



OHTA. The panel may make' a determination regarding the 
coverage of the#specific medical technology, or if the panel 
determines that a formal assa^ygent of the safety aad efficacy 
of that technology is required, it may refer the question" to 




— NCHSR. .OHTA staff consult with appropriate scientists and 



ejsf/erts from PHS agencies, review the available scientific 
literature, solicit views from relevar^ medical speciality and 
sub-specialty groups, and provide an opportunity- for the , 
developers of the technology to supply addi-t^ional , information ^ ^ 
they wish to have considered. A preliminary assessment 

document is prepared antf sent to PHS agencies for comment. The $ 
final assessment is then forwarded to HCFA which is responsible y 
for the decision as to coverage. 

9 

Once *:he actual coverage decision is made f HCFA notifies* 
its contractors and fiscal intermediaries of its decis ion • by*, 
t nst r 'lemons in manuals, Stl^.e Medicaid Agencies also refer »to 
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the HCFA manuals because sorae agencies base their determination 
\ . s 
^ for* coverage on HCFA's position* In addition, NCHSR 

disseminates its assessment' to insurance companies and other 

t ^interested groups. OHTA assessments are also reported in the r * 

^Annual Techjffology Guide ^published by the American. Hospital* 

Association. — \ . 

" . ' ' . . ' . - / 

■* * ^Technology assessment within the PHS includes much more 
tfca* providing abVice to HCFA on Medicare coverage issues. 
Activities include primary data' collection , secondary data 
analysis and synthesis, 3evelopo^nt and continued evaluation of 
methodologies, aod information dissemination* These activities 
are^ summarized below: \ m 

* • • ' ) * 

0 o primary Data Collection : t *riyse activities 
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Lies are 

Conducted 'and supported primarily through research 
act*ivi ties r of NIH and ADAMKA, in particular through the 
support of clinical trials* fttCHSR does- not support 
clinical t&ials but does support technology assessment 
research including the assessment of specific 
technologies. ■ " 
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o Secondary Data Analysis and Synthesis * These t 

activities are conducted, primarily by the NCHSR in i€s 
support of Health services research and in the 
'development of guidance or 'recommendations regarding 
Medicare^bverage issues, by tpe NIH in its consensus 
development conferences, and bV FDA in the Regulation 
4 of 4rugs and devices* t * — 

o Development and Continued Evaluation of Methodologies * 
' NCHSR has primary responsibility to conduct research . 

into refining the methods of assessing technologies. 

i < 

0 information Dissemination : All PHS agencies -engage in 
information dissemination, tbe'iargest single * 
institution with this function being the National- 
Library of rtedicine. 

* 

1 believe that the PHS provides valuable services in three 
areas,: (1) in primary data collection foe use §y others doing 
technology assessment; £2) in the development, validation 
andcontinued evaluation of methods for assessing technologies? 
and (3) in continuing to provide- HCPA with assessments of 
health cara technologies. The technology assessment activities 
that . I just described are rather circumscribed , m however , and** 
should be supplemented by, professional associations and others. 
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Over the last year we have been reevaluating what the role 
of the PHS should he In technology assessment. Questions we 
; Jiave asktfd are* Should we assume ftrll responsibility for 

technology assessme^^n this country? I think not. sffould we 
assume greater regulatory authority "over the use of new , ^ 
technologies? Again, I think not. 

in response to the first question, tiew information ts 
being developed at too great a and over too wide a 

spectrum of clinical aedio'ine to leave the assessment process 
solely to the Federal Government, i also believe that the 
medical profession, manufacturers and third-party private 
payer? also need to* participate. 

In answer to the second question, the , PHS is not in a 

^position r?o make decisions about who should receive a 
particular technology, or who should provide that technology, 
or wherl\the technology should be provided. It *is our 
responsibility to provide the best clinical and scientific 
information about new medical technologies to*" HCFA and to ttye 
public, we have that responsibility because of the need foe 
the Federal Government to maintain a responsible stewardship 
over the Medicare trust fund. We also have a responsibility to 
administer faithfully the regulatory laws over drugs and 
devices. Beyond that, I believe that it the responsibility of 
the private sector to ma*e its own decisions about the purchase 
and use of new technologies. 
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I believe technology assessment lin this country would be 
best served by a private-public parr tnershlp. We have worked 
wi^h the Institute af Medicine with 'respect to a plan for a 
\ consortium within the private sector tg assess medical 

technologies. I haye met with the Presidents of v the IOM to 
discuss possible implementation of the' recoramenaa^ons 
contained i/i its 'final report, and^ontinue, to be optimistic • 
that such a consortium will emerge. We look forward to 
cooperating in such a venture. 



A public-private partnership in technology assessment 
would also take advantage of the important work alreadyN&eing 
^ done by such groups as the American » College of Physicians, 
American Medical TV^sociayt ion, and the the American College of * 
Cardiology, The continued participation of these organizations 
in technology assessment is critical; The PHS cannot and 
should not duplicate the valuable and important role of these 
aroups, A heavy-handed Federal role, whether perceived or 
real, nas not worked m the past and i-t will* not be accepted • 
for the future, 

Mr. Chairman, S. 2504 would establish an Institute for 
Health Care Techno logy ' Assessment , within the private sector, 
to promote the development and application of approved 
technologies, as 
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well as promote the eliminatipn of obsolete or inappropriate 
technologies* fcajor responsibilities of the Institute would be 
to starve as a clear inghouse, collect and analyze data and make 
. recommendations concerning specific health care technologies, 
stimulate, , cooifdiaate and undertake health care technology 
assessments, identify needs in , the "assessment of health care * 
technologies, develop and evaluate criteria and methodologies 
for health care technology assessment, and> provide education 
and draining programs in the use of health care technology 
assessment methodologies and results. A Board of Directors 
would be selected from organizations representing heklth 
provider^, manufacturers, third party payers, and consumer 
groups. Finally, the bill would provide for a $2 million line 
of credit from HHS to remain available for seven years. r 

I woulti like to take the opportunity to point out several 
provisions of the bill that are of major concern to me. 
Overall, the bill is very specific in some cases, but does not 
provide adequate guidance in other areas* An example of this 
latter problem is that there is no mention of who would be 
empowered to direct the Institute to examine a particular 
technology. 

Further, it is unclear what the Department's financial/ 
involvement in this endeavor would be and if the credit 
ext^nd^d is to be repaid at some point "in time, where the 
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Institute would derive the revenue to do this. We are opposed 

/ ■' ' % 

to a i^ne credit approach such as proposed in the bill since it 

i » i ■ ■ . 

distorts the normal appropriations process. Legislation 

leading to- Federal matchjrfiSf^g-^n&a is inappropriate. 

I am also concerned about the Authority for the Institute 
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, to determine which devices, druc^s or otfcer treatments, are 
obsolete or inappropriate, *To carry this authority bey^ncj 
disseminating information about medical technologies, will 
quickly embroil the Institute in counterproductive 
controversies that may well prove destructive. We know from 
past experience that industry and providers of care^ill not 
accept any en£ity that has prescriptive, authority over the 
appropriate' uses ot specific technologies. 

Another concern relates to the composition of the proposed 

Board of Dirccto/s as called for in the bill. I believe that 

it is too specific and would preclude membership on the Board 

of persons with a legitimate interest in participating. 

Second, statute ry ^requirements specifying aboard membership 

might well conflict with the governance ' requirements of 

university-based or other r\on-profit organizations which could 

effectively develop the institute. We have also- found that it « 

t 

is very important that persons on this kind of board must 

represent a balance of viewpoints—not only those with a 

t 

financial interest in medical technologies, but also persons 
with scientific and medical competency* 

For these reasons, we do support the approach offered by 
S. 2504. If it is determined that legislation for technology ^ 
s assessment will be pursued, we Jol^ prefer the general 

approach contained in H.R. 5496 which emphasizes the role of 

\ 

the NCHSR. That concludes my statement, Mr. Chairman. I would 
be happy to answer any questions you may have.. 
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Senator Quayle. Dr. 'Brandt, I.-certainly agree^wi^h some, of the 
themes that -you noted ip your statement — on page 7, where you 
saicr the PMS cannot and should not duplicate the valuable and im- 
portant role of these groups, other groups that had been involved 
in technology assessment; also, where you indicated and stated that 
a heavyhanded Federal rble, whether perceived olr real, has not 
worked in the past anH^t-will not be accepted in the future. I 
concur witfythat. , 4 - y 

My interest, if you look at the approaches oh how we are going 
to get this public/private partnership,, you find basically the twQ 
approaches. The Senate approach and tjie House approach. The 
Senate approach is far • more geared toward the private — as a 
matter of fact, almost in total* The 12 board members, are all from 
the private sector. The Government's role is initially extending 
gr$nt or a line of credit, plus exK>fficio representation of OTA, and 
also the Secretary of HHS. We left a l<5t of flexibility because we 
are not exactly sure where that board ought to go. I notice that you 
talked about the lack of adequate 'guidance.. Well, that was done 
purposefully. We didirt want to give a lot of guidance because we 
didn't want to get into the heavyhandedness that you talked about 
in your statement. ■ 

I think, we heed, however, a little bit of amplification on how this 
public /pr\yate ought to work. The House hill* goes much more 
toward the public Aspect It has the private participation in there 
but there is much more involvement by the public, sector as, for ex- . 
ample, with the actual appointments. I don't think you want to go 
back and recreate the Center but in some respects I think that par- 
ticular approach does. In fact,^vith only a few changes, it goes back 
to where we were, before, in 1^81,, before we phased out the center 
because of political considerations — one being budget, others being 
effectiveness and whether it was really useful or not. , 

Therefore, I wonder if we might get into a discussion on how this 
public/private participation is really going to take place. Let rne 
just say this at the outset: I think u you look at trjring to get 
maybe an equal balance, even, that ours is very slanted arid, I 
think, for good reason slanted to the private sector I think that 
they've got to be involved. They are the ones that developed Jthe 
technology. They are the ones that will implement it in most cases. 
We oversee it. We obviously pay for some of it through Govern- 
ment programs. However, I wonder if you might be able to expand 
a little bit on this, how we are going to get this public /private par- 
ticipation? 

Dr. Brandt. Let me say at the beginning, Senator, that I w # ould 
commend you for this hearing as well as bringing this issue up for 
discussion and debate because I think it is important. It seems to 
me that there is a whole continuum of issues related to technology 
ass^jssment. . : 

First, to begin with, the development of technology itself is large- 
ly, hopefully, based upon good; solid basic research which the 
Public Health Service has supported traditionally through the NIH 
and ADAMHA and other programs and would continue to support 
and ought to continue to support. Second is the aspect of attempt- 
ing to make sure that new technology, as it comes down the pike, is 
in fact integrated into the whole health care delivery system. I 
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think perhaps the best example of that is the whole immunization 
issue, where it has been necessary to do the- kind of research and 
do the kind of work that made it possible%*JiM; late seventies or 
midseventies to irfftiate a massive immunizatiorWprogram in this 
country that has worked very well. ^—-^ 

Then, third is the issue of looking at specific aspects of technolo- 
gy and trying to determine .whether or not that technology is of 
value on the one hand and is of more or less value than compara- 
ble technologies that may already be available. We agree complete- 
ly that that is something that requires a private/public kind of re- 
, lationship. In the first place, the Federal Government has to be in- 
volved because we are paying for a lot of medical care through 
medicare and medicaid, Indian Health Service, VA, Department of 
Defense, and so forth. The Federal Government is investing a great 
deal of money , in the payment for health care 'and has to be con- 
cerned and interested and a full participant in any kind of |echnol- 
" ogy assessment that takes place, so I don't see any way for the Fed- 
eral Government to get out of this completely because of, if nothing 
else, our own vested interest in the problem. 

'On the other hand, it is also very clear that the organizations 
that ar^e- currently doing, this*-the AMA, the 'American £ol4ege of 
Physicians, the American College qf^ardidlogy, a number of others . 
that are involved to a greater or lesser extent— are the*xperts. 
They jire the people. who are out there on the front line. Tney are ' 
the -ones tl\at are delivering the health tare. They are the ones that 
must also be involved in the assessment. 

I think the fundamental issue is, how do we bring everybody to- 
gether, including the third-party payers #ho should have a great 
deal of interest, the professional ^groups, ahd the scientific commu- ' 
nity, into some sort of relationship That is why we worked with 
, , the Institute of Medicine, to get them to pull together a committee. 
» to draft this report. Now whether or itot you agree with or like the 
report, I thirtk it is step one toward bringing everybody together to 
begin to debate the issues. 
• The House bill, as you know, , provided specific authority to 
award grant money td such an entity, such a private entity, for 
purposes of startup costs and other kinds of things', to get it under- 
way, so I don't think they totally ignored -it. The important princi- 
pie, in my ju*d$jm»t, and the one^hat we have to keep in front of v 
^js, is that this has to be some s#ft of private entity that hfcs full 
access to all of the private organisations that tyive a commitment, 
and that also involves the Federal Gbvernment.f 

I think that progress is being made toward getting everyone to 
work together and to begiji to address this issue,- and I think this 
1 hearing today will help elucidate further some of the things that 
we need Co know. • 

Senator Qwaylk I^t me take a couple of those thoughts. First pf 
all, the report of IOM that you said is a good first step. We basical- 
ly. in trying to give some guidance but not restricting the Institute 
too much, took I think five of those elements right out of the stud? 
and Veport because we also felt that that was a good step forward. 

Dr. Brandt. Yes. 

Senator Quaylk. I think that. our approach is the. same as your 
approach, in that we want to figure out an entity to bring every - 
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body together, we don't disagree on that. We don't' disagree that 
the objectives that were laid out in the *IOM report are solid. It 
ought to be followed up. I do not disagree that we ought to figure 
,out the bes$ way to get everybody together. ' 

Now, my question is, hojv do we do that?, Thafs where it (jomes 
down to, to a matter of detail. You used the words th#t the Federal 
Government ought to be a "full participant." I would presuihe you 
would say that the private sector shoulcf also be a full participant, 

Dr. Brandt. Well, I meant to imply along with all the other par- 
ticipants, obviously. I guefcs what Lam saying is that the Federal* 
Government has to live up to its own responsibility in this issue. 
Along with aH the cithers that I talked about, one of its responsibil- 
ity is clearly to provide high quality medical care or to see that 
high quality medical care is provided to its beneficiaries. That 
means that we must participate in any kind of entity that #xists, 
but it shpuld not be a Federal entity, I mean, we are not tfte only 
player iifthis gam$, by any stretch. 

/ Senator Quayle. OK, and I also believe that ycto should be a full 
participant and the private sector should be a £ull participant. My 
question is in trying to get this balanced participation between the 
public and private. I think you would agrete' with me that we don't 
want to go back and sort of recreate the Center for Health 
Care • * M V 

Dr. Brandt. Health Care Technology. ^ ' 

Senator Quayle. Thank you. The Center for Health Care Tech- 
nology that was phased out in 1981. I don't think we want to go 
back and recreate that. 
; Dr. Brandt. Absolutely not 

Senator*QuAYLE, Absolutely not. OK, we don't want tp do that 
because of -the problems you had, the political problems. It was just 
basically a Government program. The private input to that was not 
taken seriously or as being meaningful, so we don't wapt to go 
back to the^cpnter approach. We want to come up with a new, a 
more balanced Approach, and we do agree, I think, that we need 
some entity to perform an additional role and responsibility for 
technology assessment, Is that fair? 

Dr. Brajidt. Yeg, sir, that is certainly fair. 

SenatoifQuAYLE. Now it seems to me that perhaps the dispute, if 
you take fhe Senate approach versus the House approach— dind yOu 
can answer this— is basically on the selection, of the board? You 
used the statement that in the Senate approach, that there wasn't 
adequate guidance. I presume that you feel there is more guidance 
in the House approach. 

I wonder if you might delineate where thert? are differences Be- 
cause I think that there are also three or four objectives we just 
outlined, where there is no disagreement. 

Dr. Brandt. Correct. 

Senator Quayle. What we are coming down to is forming this 
entity to achieve the philosophical or principled ideas that we have 
advanced thus far. I wonder, maybe you can outline for me how 
this entity could be improved over the entity we presently have in 
the originajjdraft of the Senate bill. « / 
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Dr. Brandt. First I think that the important principle is that 
technology assessment as an activity not be diyorced from—this 
may be too strong a word— not*get too far afield from health serv- 
ices research. I think that one of the problems with the National 
Center for Health Care Techiaology was the fact that it ignored the 
environment in which, technology was going to be used. That is, it 
looked at technology kind of de novo and separate, rather than to 
try to put it into the total perspective, so I think that we have to 
keep the technology assessment activity within tHe- total frame- 
work of health services research, evaluation, et cetera. 

Second is that I would, my own druthers would be to say to the 
private ^organization that are out there — many of which, again, 
you will be hearing from today, including thirtTparty .payers and so 
forth— that they ought to get together ftnd come in to the Federal 
Government with a proposal and that clearly % tfte Federal Govern- 
ment ought to invest ifi some entity for this purpose. I don't hav$ 
any problems with that, but we need to come in with something 
that will allow us to determine the extent >to which the Fedefal 
Government will participate as a partner. We could, through thqg 
National Center For Health Services Research, begin to proviae 
some kind of funding that would allow it to get started. That is, I 
guess, the basic approach that we would favor. 

Senator Quayle. OK. If, in fact, the private sector could get to- 
gether a consortium as such of people that are dealing in the total 
environment of health services or the health delivery system, 
payers, et cetera could come together and say, "OK, here is our 
working group. Here is the board of dira^psrtiiat we would like to 
create/ then you are indicating that ydlfovoula be willing to, take a 
look at that and perhaps see what you cotUdLdo with the National 
Center for Health Services Research to beoRne a partner. Is that 
what you're saying? 

Dr. Brandt. Well, I think technically it would be HCFA that 
would probably be the principal partner but yes, th&t is fundamen- 
tally what I am saying. One of the considerations that I think we 
have to look into, is that one whole mass of talent out there has 
been kind of lost in much of the deliberation that is the university 
system. There are a number of universities around the country 
that certainly have the capacity or, with minimal change, could de- 
velop the capacity to perform this kind of function— bringiri^Sn, 
again, all of these other organizations through a whole route of ad- 
ministrative- #nd other mechanisms to accomplish this activity, so 
that I don't want to exclude them from consideration. Thaf is one 
reason why we would prefer leaving the nature of that private/ 
public activity somewhat vague, until we see what kinds of organi- 
zations it is possible .to put together and come in and address this 
problem 

Senator Quaylk. However, to get these organizations together— 
and perhaps the universities should be more well represented than 
what the Senate approach has outlined — but to get these groups to- 
gether, don't you think that there is some initial effort that ought 
to he made by us, meaning the Congress and the administration, to 
sort of get this off the ground? We have l$een discussing technology 
assessment. It is certainly not a new issue. It has been around. You 
have referred a number of times to the various groups that are al- 
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ready doing it, and I have found that if there isn't some additiojial 
element superimposed upon the various grdups out there^that 
says, "Come on, people, we're going to get together and try to work 
this out— that the tendency is for them to sort of go their own way. 
One group says: "Well, we've got perfectly good technology assess- 
mant. We don't need any others. Do it Our way and ii will be fine." 
That's not what we're trying to do because we want to get back to 
your words and what I believe and detect, and that is-*how do we 
bring everybody together. That was our desire in this Institute and 
I aro open to suggestions on i how we can expand or cSntract the 
makeup \f th€ board of directors, how it is appointed, et cetera. 
This is rough. It's the first shot out of the box. That's why we are 
having these hearings todpy." 

However, the way I hear you is that the approach that we took 
in trying to grapple with this issue is certainly not counter to what 
we have done; that this was a nieaite to try to get these variojis 
groups together. You know, IOM took the first step anjd we took a 
lot of what th?y paid in their ♦ report. Don't/ you think that we are 
going to have to take the next step in ordip^ to bring everybody to- 
gether? (fk \ 

Dr. Brandt. Well, let qae^ust try to describe for you briefly what 
we have done. v Iir the 0 first place, pre did participate with the IOM 
activity, including paying what was determined by them to be our 
fair share of the cost of that activity, and we I think rggpgnized. 
that although this is an IOM document, we^did participate. & 

Second, I think we have recently reorganized the Technology Co- 
ordinating Committee, and I think I am going to ask Dr. Marshall 
if he can give you a summary of what* that committee is doing and 
who is on it and that sort of thing. 

Mr, Marshall, Yes. Basically, under the National Center for 
Health Care Technology there was an advisory council, but then 
there also was internal to the department a Technology Coordinat- 
ing Committee. This committee was intended as a body to try to 
cross not just the Public Health Service and the Department but 
across ail organizational elements that were involved with technol- 
ogy, including the Veterans' Administration and the Defense De- 
partment. It meets periodically to discuss issues and to try to co- 
ordinate approaches so that folks were doing things that were com- 
plementary rather than duplicative. 

We decided several months ago that one of the things we should 
do as we looked «t the IOM report and as we considered the vari- 
ous congressional actions that were pending, was to establish that 
committee as a revitalized, more broadly based organization. In 
fact , we did that and yesterday had the first meeting of the group. 
What we did was to add to the Federal membership the participa- 
tion of organizations that have a great deal of interest in these 
issues. In fact, it was sort of a preliminary to today's meeting be- 
cause we had the first meeting yesterday afternoon, atid I see that 
a number of the witnesses were people who represented their orga- 
nizations at that meeting yesterday. rf 

What we did was added representation from the Health Insur- 
ance Association of America; the Blue Cross-Blue Shield; the 
Health Industry Manufacturers* Association; the National Electri- 
cal Manufacturers Association, the part that deals with qiuch of 



24 ^ ^->> 

th^ffledical technology development; the American Medical Asso- 
ciation; and several other groups. We have established subcommit- 
tees that have been charged with specific tasks. One is a committee 
that will begin to look at the question pf imaging techniques such 
as nuclear magnetic resonance and other imaging techniques that 
are ^coming along that hold a great deal of promise but that also 
areVleariy going to be very .expensive, and where we have a re-* 
sponsibility and are ourselves working on an assessment for that. 
We will be using that suBcommittee as a way i>f coordinating what 
a variety of groups are doing in that area so that 9 to 12 months 
from now/ when we are prepared to go to the Health Care&Financ- 
ing Administration with some advice for coverage, it clearly will be 
advice that recognizes what the activities* are of otHfer people in 
those private secto^ groups. 

We have also established a subcommfttee that will be dealing 
with the methodologies that we needVor the future for looking at 
assessment of technology, including some cost benefit analysis, 
which is an area that is very weak right now. The majn task, I be- 
lieve,, of that subcommittee will be to try to develop for us a re- 
search agenda of activities that are promoting the development of 
methodology for technology assessment, that can be funded 
througlf our extramural research grant program. 
, Finally, we agreed yesterday as a result of the suggestions of 
largely the non-Federal members of that g*>up, to establish a task 
force that in 60 days will tak? a look at yvhat our current technolo- 
gy assessment process is from the perspective of the people who de- 
velop and merchandise the technologies, and try to look at what 
advice they ^tfftjor how we might improve our process for getting 
advice to thrafealth Care Financing Administration 'in a more 
timely manner!* f 

That kind of activity, I think, represents the sort of functional 
relationships that wfc need to see developed. As I was thinking 
about the question you asked Dr, Brandt about what the difference 
was, my reading of the House bill was that the committee had a 
clear-cut advisory role to the Government and to the industry, 
whereas my reading of the bill that we are discussing toddy almost 
suggests that th§> Council is more representative and thaf what is 
more the objective, is the representativeness of it rather than what 
its actual functions would be. While I understand it is useful to 
keep it somewhat non-specific at this point, it ntey be perceived in 
a way that would be quite different and that would then make it 
difficult to function effectively in the relationship with the Govern- 
ment, or at least with that yart of the Government that has the 
^responsibility for making coverage decisions. 

Senato£QifAYLE. Well, 1 can just tell you the intent was to'leave 
it rather^ague on what the functions aftd what the authority,' et 
cetera, was going to be, because 1 have always been^a great believer 
that if you are going to ask for a contribution of time from the pri- 
vate sector or from anybody and also ask for mopey, that you 
shouldn't be too proscriptive on what their function ought to be 
The board of directors will contain capable men amLwo;nen that 
can sit down and they can hamlher out their decisions'and ttfe di- 
rections with Che participation of-the Secretary of HJIS and OTA 
Maybe— and ^think what you are saying' when you talked about 
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this interrelation group is that you are also trying to cultivate 
more of this private involvement— you are a little bit fearful that if 
yoti do not involve them, they would just sort of go their own^w^y 
and their activities .would be completely private and lack respon- 
siveness or communication with the public* officials. I certainly 
don't want that. That would be the extreme on the other side. That 
would not be workable, so I am not trying to get there. Is this what 
you are sort of saying to me. today, tnat yo« fear this a little bit? 

Dr. Bkanpt. No, I don't. I am not really all that concerned about 
that aspect of it, Senator, because I think if that were much of a 
risk, we wouldn't* be having' a hearing today. There Would be* a 
technology assessment activity going on out there in the private, 
sector that would satisfy aH of our needs. 

The only point that faifi trying to make is that I think that the 
reason for continuing to push the pubhc part of the public/ private 
partnership is that the Federal Government also has a legitimate 
and majof- interest A in the outcome of technology assessment. 9 

Senator Quayle. I do not dispute that. 

Dr. Brandt. Furthermore, we have a feedback loop that I think 
is important because as you carry out technology assessment, you 
also identify deficiencies. Those kinds of deficiencies have to be fed 
back into the research priority aspects that we are also responsible 
for, so all I am really trying to say is that the Federal Government 
•has a legitimate interest in and an absolute responsibility to par- 
ticipate in this. I am not afraid of private activity and would have 
full confidence, as a matter of fact, tfiat they would njeet all of our 
needs. However, at the same time I think that is kind of in a sense 
an abrogation, if you will, of some of our own responsibilities. 

Senator Quaylk. What mmor change except for the line pf credit 
aspect would you recommend in the Senate approach on the forma- 
tion of it? I am looking at just the formation and the way that it's 
set up. What kind of major changes would you suggest to make this 
pore palatable to yout thinking? 

Dr. Brandt. The line of credit funding thing is not something 
that f am competent ttf talk about. 

Senator Quayle. Yes, let s just skip over that. That's a minor 
thing, anyway. 

Dr. Brandt. Well, I think again that the goal or the major thing 
that we would like to see is much closer ties with the total technol- 
ogy assessment activities that are carried out under the National 
Center for Health Services Research. I think that's our major con- 
cern and we will be pleased to submit to you some additional de- 
tails, if you would like. 

Senator Quayle. OK. Th^t is your mami 9 concern, then, and if we 
could correct that— particularly the wofking group that Dr. Mar- 
shall talked about putting together is very representative of what 
we have put into our institute— I think it is just a matter of some 
adjustments that may be necessary. We be more than happy, 
after we finish with our other witnesses, to sit down with you and 
maybe come up with something that you would deem to be more 
workable than it presently is in the law. 
* Thank vou very much, Dr. Brandt and Dr. Marshall. We do cer- 
tainly look forward to working with you. 

Dr. Brandt. Thank you, Senator. 
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Extent possible. In areas where information is lackingrthe Commis- 
sion will use its statutory authority to award grants and contracts 
for data gathering and analytic studies that are clearly focused, on 
its direct responsibilities. " 

In order to meet its responsibilities to keep the new prospective 
payment system accurate and up to date and to maintain appropri- 
ate financial incentives, the Commission will need to- assess 
changes in the nature of hospital care, carefully reviewing changes 
in such areas as productivity, new and existing techhologies, scien- 
tific advances, length of hbspital stay, differing patterns of resource 
utilization, changes in nursing and other staffing patterns, and . 
quality of care. 

The changes occurring in medical- and hospital-services delivery 
mufct be identified and reflected in the DRG classification and 
weighting system and in the recommendations we are required to 
make regarding Jhe appropriate update factor. Our findings may 
lead to adjustments needed because of new technologies which may 
be costly but quality enhancing or adjustments may be needed be- 
cause an existing technology is becoming obsolete and its cost may 
exceed its value. 

This work will require review of a great deal of information on 
systemwide changes in the provision of hospital services, as well as 
specific data on the nature of care being delivered, including infor- 
mation concerning scientific and technological advances. We will, 
therefore, need and have begun to solicit data from a large variety 
of publfc and private sources* We see ourselves primarily as users 
of information at this point but we are in the process of developing 
the capability to supplement existing information with our own 
data-gathering activities, evaluation, and assessment * when neces- 
sary. 

Clearly our information needs and our work will focus on 
Changes in the delivery of hospital services to medicare patients. 
Related to this, however, we wi] 11 be examining changes in the site 
of service delivery. For example, -the movament of certain^surgical 
procedures from an inpatient to an outpatient setting is an impor- 
tant technological change which the Commission may wish to ex- 
amine as part of its overall responsibilities. 

The Commission believes there is need for additional efforts in 
the area of health-care technology-assessment, and we jsupport the 
interests of this committee and others in the Congress in carefully 
examining ways to encourage technology assessment activities. We 
view technology assessment in a broad way — as assisting in better 
understanding of practices and procedures used in the care Of pa- 
tients, including considerations of safety, efficacy, alternative ap- 
proaches to problems, and relative costs and benefits* The results of 
technology assessment will be valuable to many groups, including 
the Commission, and in the long run should be a tool to help 
achieve the goal of cost-effective medical care of high quality. 

Currently the commission and its staff are developing working 
relationships with other groups involved in technology assessment, 
an we wish to prevent any duplication or fragmentation of the ef- 
forts already ongoing in this area. We do believe, however, that the 
need for information is great and that the results of critical and 
thorough technology assessments can and Should be used by both 
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private and public decisionmakers tyho struggle with the challenge 
of providing high-quality care during, a time of ever-increasing 
costs, 

Our own* information needs for the Commission will be focused, 
as I mentioned v to those related to hospital services for medicare 
patients. When these needs are not completely met with existing 
data, we will gather data and conduct assessments to supplement 
existing information to meet our specific needs. In any' event, we 
anticipate that information generated for and usfd in Commission 
decisionmaking will be available to all parties who have an interest 
in the area, and we look forward to making a meaningful contribu- 
tion to the field of technology assessment within the mandate of 
our responsibilities. 

I will be pleased to answer atiy questions you may have. 

Senator Quayle, Thank you very much, Dr. Young. 

Mr. Morris. 

STATEMENT OF LAWRENCE C. MORRIS, SENIOR VICE PRESI- 
DENT, BLUE CROSS & BLUE SHIELD ASSOCIATION, CHICAGO, 
IL 

Mr. Morris. Thank you, Mr. Chairman. 

Representing the Blue Cross. & Blue' Shield Association, I am 
pleased to have an opportunity to present our views on the impor- 
tant subject of health-techrtblogy assessment. I would like to note 
at the outset that we tio suppqrt the general approach that ig em- 
braced by S. 2504. 

From our perspective, medical technology assessment has more 
than one component? An important one is the capacity of third- 
party payers to make technology assessments focused on payment 
and coverage issues; and, second, there is a need for a capacity on 
the part of the entire health-care industry — the provider, tiie con- 
sumer, and the payer—to assess medical technologies in terms of 
their ^effectiveness, safety, and in comparison to alternatives and 
longrun consequences of use. 

With respect to third-party payers, we believe that every major 
payer has a responsibility and should have the capacity to deter- 
mine whether and under what conditions it will pay for the appli- 
cation of medical technology. Obviously there are limits to the car- 
rier's latitude, but there are also areas in which .the carrier must 
have the ability to make'judgments/It must also accommodate the 
needs and desires of its customers. 

Our own organization has developed suqh a capacity, and we 
would support the authorization of adequate funding for a- similar 
capacity within the Federal Government. We would leave to those 
who manage, tKe medicare and .medicaid programs, the selection of 
the organization and the structure best suited to their own needs. 

We do believe strongly, though, that the Government's process of 
making technology-payment decisions should not be construed as a 
mandate to other, nongovernmental, third-party payers, and con- 
versely we don't believe that coverage decisions by private payers 
should he construed as recommendations to the Government. Our 
own technology-assessment process is geared to respond to the re- 
quirements of Blue Cross and Blue Shield plans which are adminis- 
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tering their contracts which govern the coverage quite closely. To 
help support thin process, we have established an information net- 
work with a number of medical organizations, and also maintain 
close communication with governmental agencies which have inter- 
ests in such activity. Staff from the Health Care Financing Admin- 
istration and/or CHAMPUS frequently attend our meetings and 
participate in our discussions, The objective of this is to share in- 
formation and to maintain a consistency, -or at least an understand- 
ing of divergency between major payment programs, 

Parenthetically, for several ye^rs in Dr. Young's previous posi- 
tion at HCFA, h$ was a frequent and very valued .visitor at our- 
meetings, 

Another approach that we have employed is the Blue Cross & 
Blue Shield Association's medical necessity program, Since its in- 
ception in 1977, it has relied on scientific and medical technology 
guidance from more than 20 nationally prominent, very expert pro- 
fessional medical organizations. The program has three basic com- 
ponents: First, there is the procedures list, which deals with proce- 
% dures that are considered outmoded or of dubious usefulness. We 
are pleased, incidentally^ to note that S. 2504 does directly address 
the issue of obsolete procedures, which is something that certainly 
ought to be considered. 

Second, there is a hospital-admission-test battery policy which 
has resulted in a steady decline in unnecessary hospital admission 
testing. Third, the current focus is on ancillary care guidelines, 
which are a series of guidelines addressing the inappropriate use of 
generally worthwhile modalities in ancillary services such as respi- 
ratory care, diagnostic i magi rig, cardiac care, and pathology serv- 
ices. ' i {i 

Now, in addition to the individual capacities of third-party 
payers, we believe that there is a critical need for a national entity 
to provide a continuing, thorough, longer rgnge view of technology 
issues. Importantly, S, 2504 does recognize this need and makes 
some provision for Federal assistance in meeting it. 

Now we would recommend that you consider providing Federal « 
support in the form of a grant rather than a line qf credit but, as 
you pointed out a few minutes agd, that is not fundamental to the 
basic concept. The information and evaluations that should flow 
from such an entity would serve many purposes. Those would in- 
clude improving the quality of information upon which third party 
payers make their "coverage decisions but, perhaps much more im- 
portantly, it would support the best possible clinical applications of 
the technology. The function should be to detect, follow, and sup- 
port analyses of new technologies long before they become coverage 
issues, The central characteristics of such an entity must be compe- 
tence and credibility. 

We believe the need is less for an entity whose interests are fo- 
cused on a single technology than for one which can, on a continu- 
ing basis, deal with a broad range of clinical development. The 
recent Institute of Medicine proposal to establish a 'consortium 
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offers a useful vehicle upon which to build such an entity. We 
woujd be willing to contribute our share to such an enterprise. 

Again, Mr. Chairman, noticing the red light, thank you for this 
opportunity; [Laugfeigr.] 

[The prepared statement- erf J Mr. Morris and responses to ques- 
tions submitted by Senators Grassley and Kennedy follQw:] 
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* TESTIMONY 
OP THE 

BU1E CROSS AND SLOB SHIELD ASSOOATfOH ' 
^ HEALTH CAES TECTHOLPOY ASSESSM8HT 

BEFORE TAB 

SENATE COMMITTEE ON LABOR AND HUMAN RESOURCES 

1 «m Lawrence C. Morris, Senior Vice President of the Blue Cross end Blue Shield 
Association. On behalf of our member Plans, 1 am pleased to have the opportunity to 
present our views on the important subject of health care technology assessment. 
Before presenting our views on technology assessment, 1 would compliment you, Mr. 
Chairman, for recognizing the need for an independent institute for Health Care \. 
Technology Assessment. We strongly support the estabUshment of such an Institute and , 
1 will elaborate on this later in my statement* J 

From our perspective, medical technology assessment has two components: 

f 

o Narrowly, the capacity of third-party payers to make technology assessments 
focused on payment coverage issues; and 

o More broaoly, the capacity of the entire health care industry - provider, 
consumer and payer - to assess medical technologies in terms of effectiveness, 
safety, comparison to alternatives and long run consequences. 

Third Party Payers 

We believe that every major payer has the responsibility, and should have the capacity, 

0 

to determine whether and under what conditions it will pay for- the application of 
medial technology. Obviously there are limits to the carrier's latitude. But there 
are also areas in which the carrier must be free not only to nfake its own judgments, but 
to accommodate the desires of its customers. Our organization has developed such a 
capacity, which I will describe later. Based on our experience, we would support the 
federal government's strengthening its own capacity related to Medicare, Medicaid and 
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other federally •financed health yire programs. , Therefore, we support the authorization 
of adequate funding for such a federal capacity. Those who manage the Medicare and 
Medicaid programs should select the organisation and structure best designed to serve 
their n*e<fe, smce those coverage decisions need to be responsive to the objectives and 
financial capacity of the buyer. But, the government's technology payment decisions 
.should not be construed as necessarily* affecting other (non-government) third-party 
payers. Similarly^ we do not believe that such coverage decisions by private payers 
should be construed as recommendations to the government. 

The Blue Cross and Blue Shield Association's technology assessment process is geared * 
to respond to the requirements of Blue Cross and Blue Shield Plans. For Plana> the 
decision to pay or -not to pay for a service ^depends, upon contract provisions that specify 
the scope of benefits. This requires the designation of procedures as either generally 
accepted medical practice or experimental/investigative. Such designations often change 
with time, as the application of procedures evolves. In addition, in recent years, we 
have focused considerable attention on the elimination of coverage for outmoded or 
inappropriate health care technologies* 

Our form^of assessment begins when a member Plan receives a eiairo for a procedure 

that is not already recognized as either generally accepted medical practice or experi- / 

mental/investigative. The Plan then either makes its own determination, using locally / 

available advisory resources, or asics this Association to evaluate the new procedure. 

In these cases, the determination needs to be made quickly because an outstanding claim 

requires a decision. 

Frequently, sufficient objective information is available on which to base a response. 
, Where a . more judgmental response is required, the data and available studies are * # 
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/ presented to our nat^nal medical advisors. These advisors analyze the data and evidence 
and make recommendations back to the Blue Cross and Blue. Shield Plans.' The recom- 
mendations'are then weighed by each Pjfn against the unique circumstances in its area. 

In the typical assessmen>the approach -is to analyze the information to determine 
whether, and under what conditions, the new procedure results in predictable and 
desirable outcomes. ?he analysis may show that the procedure can be used successfully 
^ when the diagnosis is "x*'but not "y.« Thus, the procedure may be considered generally 
accepted medical practice, but only under specified circumstances. ^ 

• - •• v ; 

To support the process of technology assessment, the Blue Cross and Blue Shield 
' Association has built an information network with a number of medical organizations. 
Among these, the American College of Physicians and' more recently the American 
Medical Association ha$e established technology assessment programs of their own that 
• respond to inquiries from interested parties,. 



We also maintain close communication with governmental agencies with interests i« such 
• activity. The Congressional Office of Technology Assessment, the National Center for 
Health Services Research, the Center for Disease Control and the Food and Drug 
Administration provide information and analysis. Staff from the Health Care Financing 
Administration and OCflAMPUS frequently attend our meetings and participate in our 
discussions. The objective, obviously, is to share information and maintain consistency, 
or at least an understanding of any divergence between major payment programs. 

1 * 

> » 

1 would like to briefly' describe another approach to assessing medical technologies, the 
Blue Cross and Blue-Shield Association's Medical Necessity Program. This program grew 
in large measure from the information network 1 mentioned earlier. Since its inception 
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in 1977. it he. relied on scientific and medical technology gwdanee from over 20 
n * UOnaUy proBinent P«>^o«l medical organisations and societies sue), „ the American ' 
College of Physicians, American College** Radiology, American College of burgeons, 
American Academy 6f Pediatries and the College of American Pathologists, to name just 
a few. m the early years of the program, the focus was on outmoded technologies, 
in recent .years its focus has been on useful but inappropriately utilized medical 
~ technologies. Currently, the Medical Necessity Program includes three components: ? th. 
Procedures List, Hospital Admission Test Batteries Policy and Ancillary Care Guidelines. 

f 

The Procedures List, the original component of the program, addresses medical and- 
surgical technology procedures which are considered to be outmoded or of dubious 
usefulness. Si„ee\he Procedures List was reie«ed and implemented, with 42 procedures 
«n 1977, it has been expanded to 85 procedures. Moat Plans wHl not pay for these 
procedures without specific justification. But equally important, they will pay if. clinical 
circumstances support their use. Thus, responsive administration is critical in the 
success of the. program. There has been a dramatic decline in the utilization <£ these 
procedures. 

I *i S a 

The second component of the Medical Necessity Program, addresses the unnecessary use' 
of routine hospital admission tests such as Wood hemoglobin, urine analysis, bio-chemical 
blood screens, chest x-rays and electrocardiograms. Plans ordinarily pay for'yfese tests 
only when a physician specifically requires them. Following the release and 
.mplementation of this policy in 1979. there has been a steady decline , in the use of . 
routine hospital admission' tests. 

The third component and current focus of the Medical Necessity Program is on the 
inappropriate utilization of inpatient ancillary care, technologies. The Respiratory Care ' 
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Guidelines were the first In this guideline series. Preliminary indications are that the 
Respiratory Cere Guidelines, why* were developed in conjunction with the .American 
College of Physicians. American College of Surgeons. American College of Chest 
Physicians. American Society of Anesthesiology. American Academy of Pediatric. 
National Association of Medical Directors of Respiratory Care and the Academy of 
Family Practice, nave contributed to a, decrease, in the inappropriate utilization of ' 
respiratory car* technologies in an inpatient setting. Shortly we will release Diagnostic ,. 
Imaging Guidelines and we expect a similar decrease in the Inappropriate utilization of 
these technologies. Currently, we are working ^guidelines for. Cardiac Care and 
Laboratory and Pathology Services, both of which will be released within the next year. 

We are gratified by an increasing interest in these guidelines by hospital management as 
a means by which expenditures can be reduced under prospective payment, while 
maintaining the quality of care at professionally determined' levels. 

.l-must-point'out. however, that while we have enjoyed the advice and cooperation of 
the various medical groups, when we reach a decision point with respect to coverage, 
that decision is strictly a determination of the Blue Cross and Blue,Shield Association 
and its member Plans. „ * * 

t s 

We' are proud of the accomplishments of the Medial Necessity ' Program and, Mr. 
Chairman, .we appreciate your acknowledgement of the program's success in your 
introductory comments on S. 2504 last March. 

A National Capacity for Technol ogy Assessment 

In addition to the capacities of individual third party payers, and the provider and 
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manufacturing communities, there is > critics! need for "a- national entity to provide a 
continuing, thorough, longer range review of technology issues. Importantly, S. 2504 
recognizes this need and^ makes some provision for federal assistance in meeting it. 
We -believe, However, that federal assistance in the form of a gr^nt would be more 
appropriate than a line of credit. The institute for Health Care Technology Assessment 
should be a national entity with permanent financial support" coming from both public 
and private sources. The recent Institute of Medicine proposal to establish "A Consortium 

a 

for Assessing Medical Technology' offers a useful vehicle on which to build such an 
entity and is not inconsistent with the approach embodied in y?ur legislatipn.- 'We 
believe that the funding recommendations in that proposal - a three year build-up, to 
/ l mil,iofl annual level f ° r <we operations, with half the support coming from the* - 
government and half from private sources - is reasonable. We are willing to contribute 
out share to such an enterprise - and t#ge you to consider including a grant authority 
to allow the federal government to contribute its share. 

The information and evaluations that should How from such an organizatieik**euld serve 
many purposes, including raising the level of intelligence on which thjrd-pafty payers^ 
make their coverage decisions, and. perhaps more importantly, supporting the best 
possible clinical applications of the technology. The .functions of the'entity should be 
to detect, follow, and support analyses of new technologies long before they become 
coverage issues. The central characteristics of such an entity must be competence and .... 
credibility. The entity must involve and include able representatives' from many disciplines 
under non-partisan, independent auspices. 

Had such an organization been in place ten years ago, it could have and should have 
accumulated and evaluated the earliest information on organ ^ansplants, identified 
prospectively what data should be captured to permit ongoinglnd consistent evaluation. 
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and perhaps have established a research agenda to acquire additional critical information* 
Clearly, other technologies which are in their embryonic stages today Wifl be confronting 
us in a few years with problems of comparable importance. The need is less for an 
entity whose interests are focused upon a single technology than for one which is more 
versatile ab4 which, on a continuing basis, can deal with the broad range of clinical 
development^ further, reports by such an organization, supported by both the public 
and the private sectors, would have a broader base of acceptance than similar reports 
isaued^y third party payors, by the government alone, or by private organizations, 
*.'-'■ 

We believe that the need for such 'an entity is both clear and urgent and merits the 

^ ^ support of the government and the private- sector. * 

■ * •» • 0 

m » 

Summary , . , 

Mr. Chairman , in summary, we believe that every third-party payer should have the 
*> capacity to determine what medical technologies it will pay for and under what conditions 
and circumstances. We support funding for such a capacity within the government for 
% ■ fi its financing programs so long as decisions flowing from the organization or agency 
performing that function are not to be construed necessarily as precedents for the 
private sector. We also strongly support the creation of a national entity to perform 
, . a continuing and longer range review of medical technology questions and issues along 
: the lines proposed by the Institute of Medicine* This should be a public-private , 
partnership with a fixed financial contribution coming from the government and the 
private sector. i 
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AHVUSftO QUESTION FROM SStfATOR ORASSLKY 



1. It -appears from testimony of several witnesses, yourself included, that there is 
-quite a bit of new affort in this technology assessment area as a consequence of 
heightened consciousness of the relationship between technological changes and 
health care cost- /Are we going to see still more of this, and, if so, do we need 
a federal effort, or a federally inspired effort, directed toward the private sector? 

o 4 We do not believe we need a' new federal effort* What Is needed is Joint 
-public-private coordination. The implications of a federally inspired effort 
directed toward the private sector are not Wholly dear to us. We reiterate 
our position that federal efforts should not- unduly influence private efforts, 
although they should support private decisionmaking. 

2* You take the position In your statement that- the federal government should 
strengthen its own capacity In health care technology assessment related to 
Medicare and other federally financed health care programs. Dr. Brandt, 1 think 
it's fair to say on the basis of his statement, argues that whatever additional 
capacity the federal government needs can be met by the results of private sector 
efforts. Would you agree with this, and if not, why not? 

• o We took the position that we would support strengthening the federal 
government's capacity, this could mean additional resources, or it could 
mean re-orientation of existing resources, as is being done with the Technology 
Coordinating Committee under NCHSR. The extent and degree of strengthen- 
ing federal capacity is basically an administration decision. We infer from 
Dr. Brandt's statement a need for synergism between federal and private 
efforts, which we support ' We think the umb&Ua organization that we 
recommended would move in this direction. 

• \ 

3. Both you and Dr. Brandt mentioned the institute of Medicine's plan. You mentioned 
that their plan is not inconsistent with SL 2504* However, Dr. Brandt seemed to 
support the IOM plan, but have reservations about this bill. Prom your point of 
view, what are they key differences between the IOM plan and the program the 
bill would establish? 

o The key differences between the IOM plan and the bill are governance and 
line of credit v. direct financial support. ltJs our understanding, however, 
t that these provisions have been recently attended by Senator Qusyie. In 
the amended version, the National Academy of Sciences (HAS) would receive 
a $2 naUliorT grant for the development of a health care technology council. 
Of this amount, $500,000 would be" to establish the council and the remaining 
$1,5 million would have to be matched by private sector funding* We support 
this amendment. 
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AMBUSS TO «OT*T*Q» FROM SSMATOB KEJfflBDY 



U W« «re particularly interested In learning whether your organisation conducts 
systematic empirical research such as clinical trials on the afficmcy and 
effectiveness of medical technology and procedures, 

o We do not conduct clinical trials, altftough i>lans typically pay the 
hospitalization costs related to clinical trials, even though they might not 
pay for the procedures under Investigation* We have had conversations both 
with Dr. Perry's old center and with a private sector coalition about financing 
clinical trials. -We are open-minded about expanding our role in this area, 
~ _ However, there are some significant protests to be overcome, including 
administrative ie#*U)iUjy, given $00 million^ dehae per year for praeeesing? 
consensus building amtag payors to support such expenditures; the anti-trust 
implications of voluntary organizations allocating a narket to specific 
researchers; the authority under subscriber contracts to pay only selectively 
for procedures; the need to develop * critical ' mass of payers/Medicare 
carriers in order to prevent the technology from end-running the clinical 
trial; equitable spreading of the costs between classes of payors; and the 
development of a reciprocal eeaaitment by the medical profession to withhold 
billing for unproved technology pending the outcome of the trial* 

2. Sow do you establish priorities in determining topics for Investigation? 

• o While we do not ,^conduct original empirical Investigations on medical 
' technology, we do perform secondary analyses of the medical technology 
literature in conjunction with our medical consultants and the professional » 
specialty societies. The issues that we analyse are recommended by our 

w member Plans. Contractual payment ^concerns typically underiy these 
recommendations. 

Senator Quayle* This>has a lot of power, doesn't it? 
Thanks you very much/ Mr. Morris, 

. ! might tell all thewwitne^ses that your entire statements will be 
inserted in the record. 

Next is a very special witness for me, who has been a long time 
and dear friend from my second hometown, I guess you might say, 
Huntington, IN, being my first From Fort Wayne, IN, it is a pleas- 
ure to have you before the committee. He has given me a lot of 
advice privately and I can't wait to see what he is going to say pub- 
licly. Mr. >Roiland. 

STATEMENT OF IAN HOLLAND, CHIEF EXECUTIVE OFFICER, LIN- 
COLN NATIONAL LIFE INSURANCE CO. f FORT WAYNE, IND. f 
REPRESENTING THE HEALTH INSURANCE ASSOCIATION OF 
AMERICA 

Mr. Holland. Tliank you, Senator. 

My name is Ian Holland. I am president and chief executive offi- 
cer fcf the Lincoln National Life insurance Co., Fort Wayne, IN. I 
am also appearing on behalf of the Health Insurance Association of 
America. I appreciate this opportunity to comment on S. 2504, 
which we believe addresses in a constructive way the serious prob- 
lems involved with health-care-technology assessment. 

The introduction of new medical technology is one of the major 
factors in rising health-car^e costs. We are, of course, concerned 
that the traditionally high Quality of care in \he United States be 



43 



40 



maintained. At the same time; however, with health-insurance pre- 
miums rising at about twice the rate of inflation, we are concerned ' 
that an organized and effective' effort be made to evaluate technolo- 
gy, both old and new, to determine its cost effectiveness. 

Our corporate health-insurance clients, who are paying* a large 
part of the total bill for health care, demand that this be done. As I 
understand S. 2504, it would seek to create a means to order prior- 
ities and to coordinate mformation developed by all who are en- 
gaged in assessing medical technology. Your Institute would give 
the private sector a position of potential leadership in this areat 

At Lincoln National we adjudicate medical claims involving use 
of new drugs and technologies on the basis of their approval by the 
Food and Drug Administration and, to a lesser extent, other public 
and private entities. This is useful as far as it goes. The PDA and 
others are concerned with safety and efficacy. We are not, however, 
able to base our coverage on sound criteria involving long-range 
cost effectiveness. We are further hampered by the lack of coordi- 
nation existing among the many public and private organizations 
which are involved in health care .technology assessment. We be- 
lieve S. 2504 is an important part of the needed revamping of the 
assessment process. 

It would appear that you have modeled your Institute for Health 
Care Technology Assessment after the Medical Technology Assess- 
ment Consortium designed and recommended recently by the Insti- 
tute of Medicink The HIAA was involved in this laudable effort by 
the IOM and endorsed in principle the establishment of a consorti- 
um. Further, the HIAA recommended that its member companies 
give high priority to this area in budget and contributions. 

I support yoiir initiative as a constructive part of a larger effort 
to bring greater cost and quality discipline to the field of medical 
technology assessment. Let me nevertheless comment on two of its 
.aspects whieh/we think could be strengthened. v /" 

First, jS. 2504 calls for a line of credit for $2 million for 7 years to 
•be provided :fey the Federal Government to^the Institute. The par- 
ticipants in the IOM project broadly supported the idea of a oX^oO 
partnership, between the public and private sectors. We wduld ask 
that you consider amending your financing provision to take ac- 
count of this important concept. We fear, first, that Federal sup- * 
port could dry up before your Institute has been able to mature 
and become effective; and, second, that therefore it would become 
wholly private in nature and suffer a lack of credibility thereby. 

Second, we prefer that the makeup and selection of the govern- 
ing board of your Institute be handled as recommended by the 
? u example, the board could be appointed by the president 
of the National Academy of Sciences on recommendation of the 
president of the Institute of Medicine, following appropriate consul- 
tation. Board members should represent an array of expertise- 
that is, financing of health care, provision of health care, manage- 
ment of health care institutions, and research, development, and 
marketing of health care technologies, from both the public and 
private sectors. It should not be representative of specific organiza- 
tional entities. 

In summary, the HIAA supports the proposed legislation to fa- 
cilitate the establishment of the Institute of Health Care Technolo- 
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Assessment for two miyor reqsons: One, we see the Institute as 
tng a vehicle for the implementation of the Institute of Medi- 
cine's Technology Assessment Consortium, an entity that has the 
strong support of the HIAA, Two, your Institute could compliment 
a vitally needed enhancement of Federal activities in the area of 
medical technology assessment embodied in H.R. 54% and in Sena- 
tor Kennedy's bill, S. 2452, bills that also have the support of the 
HIAA. In fact, we would like to encourage you to work with Sena- 
tor Kennedy to achieve a compromise similar to the one reached by 
Congressmen Madigan and Waxman. 

The HIAA recommends .that your legislation fie amended to 
strengthen the Federal role in support of your Institute, so that the 
need for private/ public partnership on a 50-50 Jlnancial share of 
support basis can he put-irito place to ensure its long-term viability. 
We also recommend that the governing board provisions reflect 
recommendations of the IOM. 

We hope this presentation will help in your consideration of this 
matter, and look forward to answering questions. 
Senator Quayle. Thank you very much, Mr. Holland. 
Dr. Leaf? 

STATEMENT OF ALEXANDER LEAF, MJX, CHAIRMAN, DEPART- 
MENT OF PREVENTIVE MEDICINE, HARVARD MEDICAL 
SCHOOL, BOSTON, MA. 

Dr. Leaf. My name is Alexander Leaf. I am a medical doctor and 
a certified specialist in internal medicine. I currently am professor 
of medicine and Ridley Watts professor of preventive medicine at 
Harvard Medical School, and chairman of the department of pre- 
ventive medicine and clinical epidemiology there. Before assuming 
these positions in 1981, I was for the proceeding 15 years the Jack- 
son professor of clinical medicine at Harvard and chief of medical 
services at the Massachusetts General Hospital. I have served in a 
professional relationship to that hospital for the past 40 years. I am 
member of the IOM and a member"of our National Academy of Sci- 
ences. It is a pleasure to express my views to your committee. 

Since I have submitted a written statement, I am going to ex- 
cerpt just a few points from that for the sake of time. 

I think we all appreciate that there is an increasing implementa- 
tion of new technologies into the practice Of medicine. Some of 
these will be expensive, some inexpensive, some safe, some not so 
safe, some efficacious and not so efficacious. The question is, how 
dp we determine which new technology or old technology falls into 
the repsective category? When I talk about technology, I am not 
talking about just the high technology of NMR/ imaging or CAT 
scanning. I think we are talking about all the procedures physi- 
cians use, diagnostic tests, the drugs, the special facilities that are 
used and the decisions that are made about usin^these technol- 
ogies. > 

Once a new technology is reported, physicians — who are always 
seeking means to expand their diagnostic and therapeutic arma* 
mentarium, are quick to apply it. It is estimated that of the tech- 
nologies which physicians use today, perhaps only 10 to 20 percent 
have undergone the kind of rigorous evaluation to determine the 
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efficacy, the safety, and the* cost of those decisions. Since third 
party carriers generally pay for what is acceptable and customary 
practice in the community, the physician gets remunerated for the 
introduction of thfese innovations. There are no incentives first to 
establish the effidbcy, the cost, or the safety of most of the proce- 
dures and technologies which are introduced into practice. 

Today, when the numbfer of diagnostic and therapeutic proce- 
dures are legion and ever-increasing,- 1 think we can no longer 
afford to take a laissez-faire attitude toward what is being done. I 
say this not because physicians are frivolous in their use of tech- 
nology. Almost , all physicians are very concerned about doing the 
best possible thing for their patients. However, when there is no 

- clear evidence from careful evaluation which of the many possible 

diagnostic or therapeutic modalities is best for the patient, you 
have to make ad hoc decisions as best you can, and these decisions 
determine often the utilization of expensive, redundant, or even 
harmful technologies. Unfortunately, much of practice today must 
be based on suqh inadequately informed decisions because the data 
needed is simply unavailable. 

We do have, on the other hand, today the encouraging point, 
well-developed techniques for randomized clinical trials and other 
control tests utilizing statistical methods to demonstrate the effica- 
"\. cy, safety, and cost of new procedures, and these I should think we 
V would apply to new technologies and in time to currently used 
'., technologies before allowing these procedures and technologies to 
• be introduced widely into practice. Therefore, I think what we need 
fe some national facility with Government support to encourage 
and support research in technology assessment and to aid in dis- 
seminating the results of such studies, making them available to 
the medical profession, the public, and third parties. Physicians 
will change their behavior when the knowledge is available, and 
the third party payers can notify the medical profession and the 
public that they will no longer remunerate for technologies which 
careful testing has shown not to be effective, not safe, or redun- 
dant n / 

Now I say this because I don't sense that a consortium of private 
enterprises is going to do the job. The private sector is in this to 
make profit, and it seems that only if the consumer, the public, 
through a Government agency is most strongly represented in eval- 
uating the technology, will there be significant reductions in the 
misuse of the technology we have today. I would think that some 
beefing up of the capability of-the National Center for Health Serv- 
ices Research might provide that outlet. 
[The prepared statement of Dr. Leaf follows:] 



9 

ERIC 



46; 



43 



6/5/84 

Testimony Presented to the Senate Committee on Labor and Human Resources 

- by 
Alexander Leaf, M.D. 
Professor of Medicine and Ridley Watts Professor of Preventive Medicine 

and 4 

Chairman, Department of Preventive Medicine and Clinical Epidemiology, . 

Harvard Medical School 
Physician, Massachusetts General Hospital 
June 7# 1984 

Today an ever increasing number .of new technologies - procedures* . . — 
diagnostic and therapeutic measures - are being introduced into the 
practice of medicine* Some- Mill be effective and even inexpensive, some 
will be effective but very expensive, others may be ineffective but 
expensive, and a few may be both ineffective and inexpensive. How will the 
medical profession and trfe public know into which category a new technology 
will fall? There is no problem recognizing which are expensive, but which 
accomplish the goals claimed for them is often not readily evident. 

.The Food and Drug Administration regulates drug usage so that new 

t 

medicines are carefully evaluated for safety and effectiveness before they 
are released for general use by the public, and then often only by 
physicians' prescription for ; specific indications. We have no comparable 
requirements before a new surgical procedure or diagnostic procedure is 
introduced. Once a new technology is reported, physicians, always seeking 
means to expand their diagnostic and therapeutic armamentarium, are quick 
to apply it. Since the third party reimbursement system will^pay for 
whatever is accepted and customary practice in a community, the physician 
is generally rewarded fiscally for such innovations. There are no 
incentives/first to prove effectiveness or need for use of the technology. 
Thus in time physicians may be performing excessive numbers of coronary 
angiograms, endoscopic examinations, coronary artery bypass graft 
operations, cholecystectomies, tonsillectomies, etc. A surgical procedure 
or diagnostic procedure gradually has the indications for its use expanded 
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over time by well meaning physicians. The history of Medicine is replete 
with diagnostic and therapeutic sodalities which flourish even for decade?, 
supported by devoted adherents, only finally to be shown to lack / 
* effectiveness or even to be harmful - 5U ch 'as blood letting and use of . 
Purgatives which survived unt il a generation ago. A few decades ago there 
were few things physicians could do to and for their patients. Today, when 
the number of diagnostic and therapeutic prooedures are legion and ever 
.-increasing, we can.no longer afford a -laissez-faire approachto~thV*problem ' 
- the risks and costs of continuing to Ignore the problem are too great. 

Let us consider t^he situation for a moment from the point of view of 
the third party payer. When a new technology that Increases medical costs 
is introduced into practice the insurance companies that pay for the 
additional costs simply pass those costs on to the consumer through higher 
insurance premiums. Since the increases, divided over many subscribers, 
have been relatively small, the subscribers until recently have riot 
objected to the premiums and there has been no incentive for the insurers 
to examine the products which they are buying. That the employer pays much 
of the health insurance costs has further buffered the rising costs, from 
the consciousness of the subscriber, But ' the highveost of many new medical 
technologies and their impact on national health costs make it imperative 
that we scrutinize carefully what we are purchasing both for effectiveness 
and for cost. None of us manage our personal finances by accepting 
whatever the salespersons recommend , 

There are row well developed techniques for randomized clinical trials 
and other controlled tests utilizing statistical methods to demonstrate the 
efficacy, safety and costs of a procedure. These statistical methods can 
r*?iuo Lh* probability that a sccminRly beneficial effect is simply due to - 
chanc?. We should insist that now technologies *re subjected to such 
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rigorous evaluation before being released for general use. Remuneration 
for use of these technologies should not be provided until evidence of y 
acceptable assessment is forthcoming. This means that when a new dignostic 
procedure, like computer aided tomography or nuclear magnetic resonance 
tomography, is proposed for general use the indications for its use f its 
diagnostic effectiveness, what older technologies it will replace that can 
• be phased out, its safety, its .cost. haaa^all^been evaluated. TMs means 
that grants be available to support the applied research necessaCy for such 
evaluation and that controls be provided to prevent purchase and 

0 t 

dissemination of the technologies before adequate testing. has been 
completed. There are many existing medical practices that have 
uncritically slipped into general use which need careful assessment, as 
well, but as a first measure all new technologies should be carefully 
examined. 

We don't know what savings such scrutiny might produce. Various 
estimates of 20 to 40 percent of what physicians do for their patients may 
be ineffective, more expensive than equivalent alternatives, .or even 
harmful. This is particularly the case for the terminally ill elderly 
patient. One published 3tudy reported that 36 percent of med&al 
admissions to a major hospital suffered from some iatrogenic illness - 
physician induced untoward reaction - and in. 9 percent of all persons 
admitted the malady was life threatening. It seems that investing one 
percent or less of our national health expenditures to assess medical 
practices, yith the 1 ikel ihood that the saving in medical costs would be 
many times the costs for such testing, would be prudent business as wtell 
as medLcal practice. 



* Stf?el K, Pt al. Iatrogenic illness on a general medical service at a 
university hospital. H Eng J Med 304:638-642, 1981. 
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Senator Quaylk Dr. Leaf, don't you agree that the private 
sector-ikr spite fcf their profit motive-can ™te avaluahlfe ^n- 
bution"> They don't all come from the same persoect^at you get 
Insurance people and hospital people and "g? 
and you ask them what to do about health ^ ^ 11 tell you, they 
won't all tell you the same thing. As a matter pf fact, they 11 be all 
over the ball park, fc think that one of the proble ms that we had 




tion. Therefore, I understand what vpute saying, but^ dont you 
agree that there certainly is a role tflat^n be played by the prv 

vate sector as we look at "^ nol< ?^P 68 ^ en iU v ^ e ^ t , ^TK 
got a lot of expertise out there and believe me, they don t all sing 
the same'tune, as we are going to find out today. 

Dr Leaf. No; I certainly agree that one would like to have the 
private Sector contributing very heavily to this The only point I 
would make is that this has been going on now fopsome time and 
there is quite inadequate evidence of a sincere effort on tbepart . ot 
the private sector to make a significant control on the introduction 

° f You havettmember that when NMR or £AT scans are intro- 
duced at enormous cost, that these do result m large profits. 1 am 
. nXainst profit. I think that the assessment as to what the-condi- 
Uonsfcre how many of these we need, whether they are safe or 
noi ! is something that only the consumer is going to really be con- 

Ce Senttt°QuAYLE. Well, I think that 'the term consumer has a 
broad definition. I mean, everybody is a consumer to some extent, 
and I suppose there is a difference between consumer and con- 
sumer acfiVSt, so to speak, or Government and private ^consume 1 - 

-on the other hand, but I really think that we're missing the boat 
partrcularly with the diversified opinion that the private sector can 
bring. We really need them for credibility^ I don t think that the 
problem has beeri-the lack of attention on technology, I think that 
thrproblem lS been that there hasn't been a Very good process by 
whic P h we have gone through and. analyzed where technol«g hss 
gone or where it should be going, in looking at the safety efficacy, 
efficiency, et cetera, et cetera. . . 

However, if you are going to do. it only within government then 
I can hear already a lot of people in the private sector: Well, there 
s another Government program, another Government bureaucrat 
SSS^^Kuiy. to g'etlegitimacy andff we « «g lg»f 
Jet a handle on it, I think it is absolutely Imperative that there be 
a verv important, vital role for the private sector 

- I would like to ask a couple of the other panelists about someof 
the specifics that Mr. Rojland brought up in his recommendations 
on rata* changing the Senate version on 2504. He noted that the 
Hnc JflSSdit really wasn't an exceedingly mentonous idea and 
suggested Perhaps a 50-50 funding formula would ^ Preferable to 
ensure the participation of not only the Government but also the 
^$<m5n& private sector. Is this feeling shared by you, 

Mo^is Yes Senator; it is. I said in my statement that I 
didSi S5S?t £ fundamental fjgf^g^ ^1^8 that 
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the concept was the important bart. However, it is clear that if the 

frogram is to be maximally effective .iris going to have to have 
ederal participation and also' if it is going to have* an effect upon 
the introduction of technology, the identification and phqping out 
of obsolete technology, importantly the understanding on the part 
of the clinicians of some or the implications of the technology, posi- 
tive and negative, then it is going to have to be understood by. the 
whole range of paying, educating agencies and the whole scope of 
patients. Government will be a major beneficiary of this kind of ac- 
tivity and should be a participant in the cost 
Senator Quayle. Dr. Young, do you share- that concern? 
Dr. Young. The commission has not examined the issues of orga- 
nizational structure, finance, and, therefore, has no position on 
those specific issues. t 

Senator Quayle, What about, Mr. Morris, the point on the ap- 
pointment process that Mr. Holland raised? He said that, instead of 
having it by groups as such, that they could be made by the Presi- 
dent upon the advice of the Director of the National Academy of 
Science. In other words, what you're saying is that rather than par- 
ticular groups— although the groups would obviously have to be 
considered— that we ought to focus more on the expertise of indi- 
viduals and trying to get that balance. Do you share that concern, 
about the original bill? We have done it by groups because when 
you get down'and you start draftipg a board of directors, et cetera, 
you have to make these judgment calls. We came down and said, 
'Well, the best way to make sure that we get diversification is ia 
specify the members." That's the reason that we went with that di- 
rection, but he has said that he would prefer more of a tilt toward 
expertise rather than the various groups. I wondered if you shared 
that san>e concern. , 
Mr. Morris. Well, I would hope there would be some connection 

between the groups and the expertise. As you point out 

Senator Quayle. I would, too. ; 

Mr. Morris [continuing]. There are various kinds of expertise 
that ought to bGTsitting at that table. It is a pretty arbitrary selec- 
tion as it now stands. Perhaps it has to b6. As I understand your 
intent, it is to get something up and going that can eventually take 
over its own self-governance and, as I recall the bill, it does provide 
absolute latitude for who may sit on that board after 5 years. 

I would not particularly disagree with Mr. Holland's point that 
the categories of people might be as acceptable, perhaps even more 
acceptable, than specifically named institutions/but I think the 
fundamental point is to be assured that there is clinical expertise, 
there is financial expertise, there is expertise in the evaluation 
processes themselves, and that there is— as Dr. Leaf has suggest- 
ed—a point of view of the purchaser and the patient as well as the 
provider and the manufacturer and the payer. I think the mix as 
contemplated in the bill is a good mix. I think there are two or 
three possible alternatives to getting at that mix, and perhaps the 
specific is less important than the intent of getting the thing up 
and running with the intent of its taking over its own governance. 

Senator Quayle. Before yoiir testimony, I asked Dr. Brandt a 
question on what changes he would suggest or what Bothered him 
about the Senate approach in jS. 2504. lie responded that he felt 
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that it ought to be located, in or that there ought to be more of a 
connection with the Health Services Research Center in HHS, 
rather than the way that we have it structured. My feeling is that 
we do need to have participation from the Federal Government, "al- 
though I don't want to just have the effort get over there and 
become dominated by people in Government. I think that perhaps 
the funding formula, 50-50, is a better balance, aljihough I don't 
know the amount of money that we are really talking about. How- 
ever, say we could adequately finance it at 50-50 or whatever, what 
about this objection? Now you know where they're coming from. 
They have been over there at HHS and they Aiay want to make 
sure that things go along in sync with what they have been doing. 
They want to have an input. I want them to have an input, too, but 
I think that in the past what has happened is that they have sort 
°u~9N that the P rivate sector ought to be involved, but then 
there is not any real meaningful participation or sharing of infor- 
mation. The exchange with the private sector became more superfi- 
cial than substantive. I know from an experience working on the 
Job Training Partnership Act, we went through essentially the 
*»»ame thing— trying to get people involved on that private industry 
council that was passed-. Participation was more superficial than 
real. We made participation real and meaningful this time and we 
got a better turnout and a better product. ^ 

I wonder if you might comment, Mr. Holland and then Mr. 
Morris, on Dr. Brandt's concern on the location and its connection 
with the ongoing Government activities? 

Mr. Holland. I guess we don't think that the concept in your bill 
is incompatible with what is going on at HHS or what is contem- 
plated in the House bill ft*, as I understand it, strengthening that 
effort. We think the two can operate together. As we see it, the re- 
search activities in HHS would he aimed at actually doing the eval- 
uations, looking at the procedures, the technology, and producing 
the information about the efficacy, the safety, and the cost effec- 
tiveness of these procedures. Therefore, we would support that idea 
and support the strengthening of that effort. We see the institute 
envisioned in this bill as being one of disseminating information, 
acting as clearinghouse, providing information to the parties that 
will use it, private payers, to medicare. We also see your institute 
as maybe providing information on which procedures ought to be 
evaluated, particularly what are the interests of the users of this 
information in having certain evaluations done, so we can see a co- 
operative relationship between these two efforts. We don't see 
them as being in conflict/at all. I think they could exist side by 
side. 

Senator Quayi.f. Mr. Morris? 

MiyMoRRis. I agree with what Mr. Holland just said. It seems to 
me^Bat it is important for an entity of this kind to have independ- 
ence. The coordinating council is not and I suppose should not be 
wholly Independent, but the functions as spelled out in S. 2504 are 
somewhat different from the functions as I understand them of the 
coordinating committee. You have put emphasis upon training in 
assessment. You have put emphasis upon criteria for assessment, 
what constitutes a good assessment process. You have put consider- 
able emphasis upon secondary assessment as against primary as- 
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1 sessment, synthesis/ and I think that these are things which re- 
'quire not only an independent point of view but perhaps a full- 
time, dedicated staff, which i am not sure the coordinating council 
has. I don't see them in conflict. I see them as complementary, and 
I don't think the existence of one deprecates the need for the other. 

Senator Quayle. Let me just ask two other quick questions: One, 
it has been said by some that we really have enough technology as- 
sessment out there right now. I think I have heard the statistic 
that there are 40-some entities that are doing technology assess- 
ment, and this is just going to be another institute or another vehi- 
cle to do technology assessment and it is really not needed. Would 
you caw to comment oa that? That is one of the criticisms I have 
heard of this bill. Mr. Holland first, and then Mr. Morris, and 
maybe Dr. Young, if you would comment on that, the need for a 
vehicle like we are trying to do to bring people together, 

Mr. Holland. Well, I think we very definitely see the need for 
this. One of our problems is in our own organization, as we try to 
.evaluate the implications of all the technology developments that 
are out there — and, by the way, we do have on our staff a medical 
director that is very deeply involved in trying to keep* abreast of all 
of this, and we have people in our health insurance claim operation 
that try to do the same thing. One of their frustrations is all the 
array of data that is there, all the groups that are involved in it, so 
they are clearly there. 

I gdess we have several concerns. One is that none of these 
group® that are involved in assessing technology focus on the cost 
effectiveness of the technology. They are more concerned, rightly 
so, with safety and efficacy. We are also very much concerned- with 
the cost effectiveness of various procedures, and we find it very dif- 
ficult to get information in that area. We also find it difficult to 
gather information because it is so dispersed, so we can see your 
institute as being very helpful to us in focusing on the issue of cast 
effectiveness and also bringing together and coordinating the infor- 
mation, putting it into a sensible form so we can assimilate it and 
efficiently use it in our operations. - 

Senator Quayle. Mr. Morris? 

Mr. Morris. Senator, if the bill contemplated another entity to 
do technology assessment, I think I would agree with the criticism. 
I don't read it as contemplating that kind^f entity. Doing the as- 
sessment is one of the options that the committee has, but I don't 
read it as being its prime puspose. 1 think it involves itself in spme 
policy questions which can't be addressed unilaterally. Who, for ex- 
ample, bears the burden of proof in the introduction of a new tech- 
nology, something that really isn't terribly well understood today. 
When does a technology become substitutive instead of additive? If 
you do this, what should you not be doing, and in what seequence 
should you be doing these things to get maximum cost effective* 
ness. . 

Both kinds of questions are not technology assessment in the* 
classic sense hut they are the kinds of questions that have to be 
asked and addressed and addressed by a variety of interests if we 
are going to get maximum cost effectiveness, which is one of the 
things that I understand this bill to be trying to achieve. 
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Therefore I fhink it is pursuing a false premise to sav that it i« 

toinvolv^lf^ t teChn ° ,0gy ^ment P 1Th1nk itT an eVtity 
tLTdS^K^ ^ management of technology assessment, with 
the Understanding that it will continue to be done by a whole vari 
ety of organizations because it has to be done by a whde variety of 
SSErtSdS^S? ^'f ^ aWay - fr0m ft ' but tL toXafing 

i^SWXES: in my optnion ' " not 

Senator Quayle. Dr. Young? 
u D nu YouNG - Commission has very broad responsibilities Th» 
health care system is very complex. It is changh^Sd y TW ' 

s^frSn^ Vanati °^ in medlcal P^tice, hc? P ita rSSfe* sand 
significant differences in cost, and there is more than one wav to 
do things yet the nWmation necessary to exaTme^term^tW^aS 
proaches^ to examine the change that k occurring, to make , iS££ 

eTv^nd^Sf * 8 ^ ^ a fmancin g and^Mth^ThV 
ery and a quality point of view, is ackinc The commisdnn ?■ r„ 

creasmgly aware, a^ we start our work To? the ^lac^TiXmation 
l?*\ e l i C -H^nts, 80 the need for furthe ^r^STrther 
ttoE ^f n ££™tr ° f - applicS^ite SSffa 

feek t h t h^l I ilf ^ livery, is great. The Commission 

ft ^SiJSXftS^ I ^Tl^ for more ^formation. 
i»t« S j there ., are a lot of activities currently in the m-i* 

th*t and We u WiU ^J^g to those and working 

hm to L'ZT If? ? e n ^ 0f the Federal Government^dl 
™ J g .° , h P nvate and is generally supportive of movW for- 
ward and learning more about technology ^ l0r 

Ron« n ni 0r H QUAYLE - ° ne final Wesson to ask Mr. Morris and Mr 
fining Howev k ei \ we structure the entity, there is going to be a 

fng from the „ 1 f ^11^^ We g0 n * to a W e to get fund- 
Mri/id Stinfo-F? ? te J sec S? r and a commitment for a2-to 5-year 

M? Morris T Jw?^ ,f ^S. 81 *.^ P roblem with that? y 
,, n 2 ; ™ R ls ' 1 don know that it is without problems. We have 
commuted to pay a fair share of the cost of establishing such £ 

The basic question, it seems to me, is whether there can be 

"SKS2 b V unding l or a >* enou * h i«SS5 of time 

unS w1lltf„5^ aSSU T re that the confidence to execute the 
moments illm^^J^T 1 8USpect that involves adv «nce com- 
ouih t to b „li^ r ° f or e anizat i°ns- I don't think that there 
ft is one of fhf SSS?S ^ u n l 0ne piece of the P rivate ^tor. 
extent That it hast S.^ P ™ ]y ^ eX P lored to the 

JValue^nThl^L^nV^ 1 the ^ are enough organizations that 
Senator Quayle. Mr. Holland? 

Mr Holland Well, I think it is indicative 'of the suooort this 
would get in the private health insurance induSrfthal tTe bird 
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of the HIA has already acted to say that they view this as a priori- 
ty item, that this sort of activity ought to be supported by member 
companies. So, I think if we can work this out so that it does pro- 
vide t*he kind of benefits that I think it will provide to private in- ; 
su ranee carriers that, as Mr: Morris says, it is never easy to collect 
attributions, but I think that the support will be there. I think 
very clearly and I think the leadership Qf the industry will promote 
it. , 1 ■■ 1 

Senator Quayle. OK. Gentlemen, thank you very much. I have 
some written questions fpr this panel and there will be questions 
from Senator Kennedy. 

Our next panel Will be Dr. Edwin Maynard, Dr. Roy Sfehwarz, 
and Dr. SuzanhS Knoebel. ; 

We will also have a statement to put ill the record. 

Dr. Maynard? * 

STATEMENT OF DR. EDWIN R -MAYNARD, CHAIRMAN, HEALTH 
AND PUBLIC POLICY COMMITTEE, AMERICAN COLLEGE OF 
PHYSICIANS ' 

Dr. Maynard. Mr. Chairman, the American College of Physi- 
cians is pleased to have this opportunity to appear before you today 
to outline our views on technology assessment and the roles of the 
public and private sectors in its performance. My name is Edwin 
Maynard, chairman tff the college's public health and policy com- 
mittee. I am an ipternist in active practice at th£ Massachusetts 
General Hospital ahd associate clinical 'professor of medicine at 
Harvard Medical School. With me today is Dr. <John Ball, the asso- 
ciate executive vice president for health and public policy of the 
ACP. . 

The statement we present today outlines 'the views of the Ameri- 
can college of Physicians on the roles of the Federal Government 
and the private sector in medical technology assessment and re- 
flects the^college's own long history and extensive activity in as- 
sessing the procedures and technologies used in internal medicine. 

Our written statement, submitted for the record, focuses on four 
questions 'we see as central to the technology assessment debate; 
The role o( the Federal Government, the role of the privatfe sector, 
appropriate activities in technology assessment that are not now 
adequately carri^l out, and the functions of the public and private 
sectors, 4 

TKe- need for technology assessment is not at issue. The Ameri- 
can College of Physician^ as do otfhjers, strongly Supports technolo* 
gy assessment, Trjere aje, nevertheless, several issues related to 
technology assessment that are not now adequately addressed. 
Among those are: methodology, priorities, coordination, informa- 
tion dissemination, and funding. 

In methodology, tjhe state of the art of technology assessment is 
still young, and &daitional methodolgids of assessment may profit- 
ably he discovered and developed. Among priorities, assessments 
today are by and large being driven by the reimbursers. There is a 
need to examine to a. greater degrfce the needs of the practicing 
physician making clinical decisions and to be more responsive to 
those needs. In coordination, we believe better coordination of the 
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activity would provide less of a duplication of effort and would help 
the producers of assessments be more responsive to the users of as- 
* sessments. Under information dissemination, it is essential that in- 
formation oh safety, effectiveness, and efficacy as well as valuable, 
data on cost effectiveness and indications for appropriate utiliza- 
tion of the technology be disseminated broadly. > 

The practice of medicine is enhanced, not harmed, by valid infor- 
^ mation from whatever source. * ^ 

In funding, although the priorities of technology assessment 
have, to a large extent, been determined by reimbursers, both 
public and private. • those same reimbursers have been strangely 
loathe to pay a share of the cost of the assessment. As it stands 
today, many of the producers of technology assessment fund the ac- 
tivity. For example, the American College of Physicians, using this 
year, over $150,000 of membership dues for the purpose, while the 
.users sustain the benefit. 

Turning to the issues of. structuring technology assessment, the 1 
Institute for Health Care Technology Assessment, as proposed by S. 
2;>04, would be an important step in enhancing Wh private arid 
public sector activities and^ enhancement of the dissemination of 
the results of assessments'. However, this legislation would be 
strengthened or could be strengthened in two important ways. 

First,, the line of credit of $2 million is most probably insufficient 
tq support .the institute until it is able to become self-sustaining. 
W<? support the concept that the institute eventually be self-sUs- 
tiining. However, seed funding should b$ sufficient so 'that the in- 
stitute take root, and grow rather than be allowed to wither. 
, Second, the board of directors should be revised to call for indi- 
viduals within categories of expertise, hot individuals who repre- 
sent organizations. Such a change ih the proposed legislation would 
enhance the probability that the institute would benefit from the 
best substantive advice and strengthen its chances to be a vigorous 
enterprise. 

The American College of Physicians supports enhancing the roles 
of both the private and public sectors in technology assessment. 
Where there are gaps in those activities, the provisions of S. 2504 
* are likely to be quite helpful. The college supports the functions of 
the Institute for Health Care Technology Assessment provided by 
thf proposed legislation. 

Thank you for the opportunity to appear before you. I would be 
pleased to respond to anv questions. 
. [The prepared statement of Dr. Maynard follows:] 
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STATEMENT 

or 

. . THE AMERICAN COLLEGE Of PHYSICIANS ' 

BEFORE THE 

SENATE COMMITTEE ON LABOR ANH HUMAN RESOURCES 

i 

June 7, 1984 

m. CHAIRMAN AND MEMBERS Of THE COIWTTEE: 

The American College of Physicians (ACP) 1s pleased to have this opportunity 
to apRear before you today to outline ou reviews on techno lofty assessment 
and the; roles of the public and prime sectors in Its performance, 
nam* Is f*d*1n*P. Maynard, HI, HD, FACP # the Chairman of* the College's 
Health and, Public Policy Committee. I am an internist 1n active practice 
at tne ( Massachusetts General Hospital and Assistant Clinical Professor of 
Medicine at H*r\t&r6 Medical School. With me today 1s John R. Ball. MD. JO. 
the Associate Executive , Vice President for Health and Publfc Policy of t^e ACP. 

The College was founded in 1915 typhoid high standards in medical education, 
medical practice, and Medical research. Today the College represents over 
60.000 doctors of'internal medicine, 'special i sts in related nonsurgical ' 
fields, and ph^9lc1ans-1n-train1ng. Approximately one-t&Od of our members 
are Fellows of the College (FACP). a designation based upon their having met 
standards of scholarship and contribution to the science and practice of 
medicine beyond their eligibility for specialty board certification in 
Internal medicine. The ACP membership Includes private practitioners providing 
primary health care; medical specialists In such fiei-ds as gastroenterology, ' 
endocrinology, oncology, and cardiology; medical educators; and researchers. 
It is the largest organization of general ipternfsts and allied Subspedal 1 sts 
in the world. 
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The statement we present today outlines the views of the American College 
of Physicians on the roles of the federal government the private sector 
in medical technology assessment and reflects the College's own long htstory 
and extensive activity 1n assessing the procedures and technologies used 1n 
internal medicine. 

Our statement focuses on four questions we see as central to the technology 
assessment debate: » 

1. What Is the role of the federal government In medical technology 
assessment? 

2. What is the role of the private sectof 1n medical technology 
assessment? 

3. Are there appropriate activities 1n technology assessment that 
ar§|not now adequately carried out? 

4. How may the functions of the public and private sectors best 
* be structured to be most productive? 

Let me begin by outlining the kind of activities 1n technology assessment 
that H would seem, from a professional medical society's perspective, to 
constitute an appropriate federal role. 

Role of the federa l Government 1n Technology Assessment 
— — — ■ — — — *~~~~ 

On a conceptual level t government has several responsibilities to the public t 
that U serves, among which are the protection of the public purse and the 
assurance of the free flow of Information on which pefople can make more 
informed choices. From this conceptual base, 1t seems valid that the federal 
government have a role 1n medical technology assessment- Functions within 
that role *ou!d appropriately be three: (1) determining, to the extent 
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possible, the safety and ef fectlveness of the technologies for which govern- 
ment pays, directly and indirectly, so that the federal government — the 
largest single payer for health services — may itself be a prudent purchaser; 
(2) supporting the production of Information, most specifically the basic 
science of technology assessment methodologies; and (3) disseminating informa- 
tion on the Safety and effectiveness of medical technologies. 



The issue of the federal government's role as prudent purchaser of health 
services, particularly of technologies, 1s one of which/ this subcommittee 

aware, but 1t Is worth a moment to review certain historical points ■ 
In the evolution of that role. From 1965, marking the enactment of Ked^are, 
until about 1977, the federal government had no structured process for 
deciding what technologies; new or old, 1t paid for under the Medicare 
program. Medicare reimbursement, for the first dozen years of that program, 
was based on a rather pragmatic, albeit unwritten, Interpretation of. the 
law: that 1s, that 1f sufficient billings were received b# tjie program 
for a technology, that technology became, 1n essence, "reasonable and 
necessary, 1 * and thus eligible for reimbursement, - There was no Internal 
process to assure that the technologies themselves were of value, and, no 
working process to determine the appropriateness V their application. 



Beginning early 1n 1977, and culminating later that year 1n the formation 
of the Office of Health Practice Assessment -In the Office of the Assistant 
Secretary for Health, and 1n the development of .written procedures for 
giving medical advice to the Medicare program, at that point newly 1n the 
Health Care Financing Administration (HCFA) , the Public Health Service 
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began to structure the first step of a two-step process. Tfjat process, 
consisting of first, a medical decision as to the value of a technology, 
ahd second, a financing decision as to its reimbursement, began to 
rational Sip the system of reimbursement decision-making for Medicare, 
thus potentially starting Medicare on the difficult road t& becoming a 
prudent purchaser. 

Ttie passage, 1n 1978, of legislation establishing the National Center for 
Health Care Technology (NCHCT) set In statute the medical advisory. . 
relationship of the Public Health Service to the Health Care Financing 
Administration, thus enhancing the "prudent purchaser" function,. It 
also established two other important functions: the financial support, 
albeit small, of the basic science of technology assessment, and the 
dissemination of technology assessment information. Three years ago, at 
Congressional hearings on the reauthorization of the National Center, the 
American College -of Physicians supported the Ceoter's reauthorization on 
# the twin bases that its functions fostered an appropriate governmental 
role and that Us structure was appropriate to its functions. 

fts you know, the Center failed to gain budget support, and met its 
organizational demise in late 198). Since that time, Its functions have 
been assigned to thp Office of Health Technology Assessment and to the 
research grant authority of the National Center for Health Services 
Research. * 

Althouqh in a moment I wi ) 1 address the organisational structure of the 
ar*, ivities in technology assessment, I would like to return to the 
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functions that constitute an appropriate federal role. The fl'rst, 
evaluating technologies In order to better Inform reimbursement decisions, 

is critical 1f federal health programs are to restrain their own costs. 

r 

We should all agree that the reimbursement system should be concerned with 
paying for that which is appropriate in health care and not paying for 
that whrch is inappropriate. The most reasonable way 1n which decisions of 
this sort can be made is by utilizing InformaWon from valid technology 
assessment. Without such information, reimbursement, decisions would be 
based at best on the same tenuous foundation they were based on 1n the 
first dozen years of the Medicare program: the pressure, generated by 
provider billings. HI th 'good Information, federal reimbursement . programs 
can operate with at least minimal assurance that what 1s being paid for 
1s vafid medically. In addition to the Information Itself, the federal 
government needs to continue to have a defensible and open structure and 
^pdcess for technology assessment — one that ensures that all legitimate 
Interests are heard and that all relevant data are considered. 

The second appropriate federal function 1s support for technology assessment. 

This function flows from a central federal responsibility having to do with 

Information production. • There are two kinds of support that the American 

College of Physicians views as valid: support for the "basic science" of 

♦ 

technology assessment, and support for assessments themselves. In the first 
instance, the science of technology assessment is young, needing support 
for growth and for the development of additional and more refined mechanisms 
by which to evaluate medical technologies. In the second Instance, 'present 
federal activity in performing assessments 1s limited limited in scope, 
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In that 1t reltes almost solely on the data and opinion provided without 
•a, to the government by the private sector, such as that provided by the 
American College of Physicians' Clinical Efficacy Assessment Project; 
and limited 1n subject matter, 1n that 1t addresses almost solely those • 
Issues presented by Medicare reimbursement needs* Such limitations are 
too narrow. Further, present activity 1n* federal funding outsldte technology 
assessment 1s severely constrained* As we understand 1t, grant support 
for technology assessment f lowvfrom'the available extramural research t 
funds of the National Center for Health Services Research, an Institution 
whose exj^aawral research budget has historically been severely limited. 
In a time 1n which the kind of information that health services research can 
produce is critically needed to form a rational basis for health services 
expenditures, U seems 'unwise to add another competitor « technology 
assessment to the funding pie, without enlarging the pie. 

A third federal function in technology assessment 1s the dissemination of 
Information necessary for making good c11Mcal decisions. If technology 
assessment information 1s valid enough for making reimbursement decisions, 
U should be sufficiently medically valid to Inform clinical deci* ton-making. 
More extensive efforts deserve to be made to inform clinicians of the 
results — both data and recommendations —of federal technology 
assessments. Such information would be most helpful in enhancing the 
appropriate application of technology by clinicians as It would be in 
enhancing the appropriateness of reimbursement decisions. 
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Role of the Private Sector in Technology Assessment 



Technology assessment 1s not solely a federal role. The private sector — 



clinicians, professional, societies, hospitals, and technology producers — 



all have roles, and all perform some of a range of functions. For example, 
since 1976, the American College o,f Physicians has participated extensively 
with the Blue Cross and Blue Shield Associations In the Medical necessity 
Project, a project originally designed to weed out medically outmoded 
procedures that no longer were appropriate, either for apnJAcatl on or for 
reimbursement* The Medical Necessity Project represents both the kind of 
cooperation and clear delineation* of responsibility in the private sector 
that can be m\rrore<!i by the public sector. Through the project, reimburse- 
ment decisions are based on what Is medically valid Information, But 1t 
Is the medical profession — professional societies such as the College 
that produce the medical data and determine Its validity; and the relmburser 
the Blue Cross and Blue Shield Associations — that decide coverage 
(reimbursement) policy. By analogy, parenthetically, 1 1 would' seem appro- 
priate for the Public Health Service to continue to provide the medical 
advice on which the Health Cars Financing Administration wouTd then make 
coverage decisions. 

The Medical Necessity Project, 1n which the American College of Physicians 
has continued active participation, has had other effects, in 1978, It 
recommended policy, based on medical Input, primarily from the College, 
that "routine" hospital admission laboratory tests not be considered 
routine — that is, not applied to every hospitalized patient unless 
clinically valid in each'Mndi vldual case* Since 1978, the project has 
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its scope to the examination of the appropriate clinical Indications 
for valuable technologies -- diagnostic Imaging, cardiovascular techniques, 
and coswion laboratory tests* for example. 

For the last three and one-half years, the College, through Its own Clinical 
Efficacy Assessment Project (CEAP), utilizing a highly structured process 
of literature review, subspecialty society and expert opinion polling, and , 
coraalttee critique, has examined Intensively over fifty technologies used 
m the practice of internal medicine. The final products of these assess* 
ments, publications two to ten printed pages 1n length, present the current 
state of knowledge of the technology 's jsafety, efficacy, and ef fectivenes%, > — 
and in many cases afso present the clinical indjcatlons for Its use, Us 
cost, and its relative value against alternative technologies. CEAP 
recommendations are widely disseminated to a variety of users our own 
membership through the College's news magazine, the Observer ; the membership 
and other physicians through the College-published Annals, of Internal 
Medicine , with a circulation of 100,000; Blue Cross/Blue Shield; the federal 
government; and other reimbursers. 

The central purpose of the Clinical Efficacy Assessment Project 1s to 
enhance appropriate use of technologies by the practicing internist through 
providing the best available information on their medical value. Working 
closely with BlJe Cross/Blue Shield, the College has been able to help 
rational rpfmbursement decisions h° based also on good medical Information. 
Such a partnership facilitates what we believe is a basic purpose of the 
reimbursement system: to pay for medical procedures that are medically 



3 J8AJIAVA YSOO T238 
64 BEST COPY AVAILABLE 



61 



r 



appropriate, and to refuse to pay for those that are not medically 
appropriate. 

In this statement we have focused on only two of the many private sector 
institutions paving a valid Interest 1n medical technology assessment -~ 
the medical professional society, carrying out a responsibility we owe to 
our membership and to other segments of society by assessing the medical 
value of what we physicians do with our patients; and the relmburser, 
attempting to be 'responsible to Its beneficiaries by paying for appropriate 
Medical procedures, and^lmpprtantly , by maittalnlng Its resources by 
refusing to pay for that which 1s without medlckl value. There are, of 
course, many others who are Interested In, and perform, technology assessment 
Individual physician's, constantly re-evaluating the value of different 
technologies In their application to greatly varying Individual. cllnleel 
situations; researchers, performing detailed analyses of single procedures, 
thus providing the basic Information on which clinical decisions can be 
made; hospitals, analyzing the cost-effectiveness of hardware to deUnalne 
if its purchase will be prudent; manufacturers, evaluating both the 
technology and the potential market, to determine if a new* technology 
represents significant additional benefit clinically to be marketable; and 
several others* Thus, there are in the private sector a host of activities 
being performed by a wide range of institutions, often for differing 
purposes. How these may appropriately interact and how they may Interface 
with the public sector 1s the subject of the next two sections of this 
statement. 
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Technology Assgss&ent Issues Hot Ho» Adequately Addressed 

V 

There are several Issues related to technology assessment that are not now 
adequately addressed. Among those are; methodology, priorities, coordination, 
information dissemination, and funding. 

1 . Methodology . Host present technology assessment Activity relies 
on a combination of user opinion and research studies* Although already 
aval lable data could benefit from collection and analysis, and although 
available. techniques *- Including epidemiologic studies, randomized controlled 
clinical trials, cost-effectiveness and cost-benefit analyses — could 
benefit by more rigorous application, the stjte-of-the-art of technology 
assessment 1s still young, and additional methodologies of assessment may 
profitably be discovered and developed. 

Priorlt es . Assessments today are, by and large, being driven by 
the r^mbursers, although 1n some cases — the Clinical Efficacy Assessment 
Project of the African College of Physicians and assessment activity 1n 
some other professional societies — Jt^re 1s Internal priority setting 
1n response to membership need. Federal activity, with the ^valuable 
exception of the consensus development exercises at the National Institutes 
of Health, is c^rr\9<i out largely 1n response to the needs of the Medicare 
program. There is a need to examine to a greater degree the needs of the 
practicing physician in making clinical decisions and to be more responsive 
to those needs. After al 1 , 'what technology assessment should enable 1s more 
informed, and likely more productive and more prudent, clinical decisions. 
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3. Coordination , Technology assessment presently 1s a set of separate 
bilateral transactions: the Health Care Financing Administration and the 
Public Health Service, the American College of Physicians and Its membership, 
researchers and the scientific community, and so forth* Setter coordination 
of the activity would pro\lde less of a duplication of effort, and wouJd help 
the producers of assessment^ be more responsive to the users of assessments. 

4. Information Dissemination. For the most appropriate clinical 

decisions to be made, there ar& at least two prerequisites: valid information, 

and appropriate incentives. For\the reimfrursers to make coverage decisions 
♦ 

without the dissemination of .the Medical bases for those decisions misses the 
most productive opportunity for enabling future .clinical decisions to be better, 
Informed scientifically and medically- In Vact, what the College has found 
In Its working with Blue Cross/Blue Shield fls that often the dissemination 
of credible medical information 1s sufficient to cause significant positive 
changes in practice patterns. All of the producers of technology assessments 
need to do a better job in disseminating the mesults of assessments to the 
ultimate users -- physicians and patients. The federal government should 
not shirk Its. responsibility as a producer of relevant information to ensure 
that information 1*s widely shared. It is essential that information on 
safety, effectiveness, and efficacy, as well as valuable data on cost- 
effectiveness and Indications for appropriate utilization of the technology 
be disseminated broadly. Although others may argue that information 
dissemination by the federal government represents an unwarranted intrusion 
into the practice ofmedldne, we would strongly disagree. The practice 
of medicine 1s enhanced, not harmed, by valid information, from whatever 
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0 source. To preclude the sharing of Information that could potentially 
better inform medical decision-making borders, 1n our view, on the 
reprehensible. 

5. Funding . Although the priorities for technology assessment have 
to a large extent been determined &y relmbursers, both public and private, 
those same relmbursers have been strangely loatf* to pay>a share of the cost 
of the assessments* That the Medicare program pays essentially nothing 
to determine whether what 1t relmburse^for 1s worthwhile Is, on Its 
face, Irrational. It would seem, on the other hand, altogether rational 
for the federal government, "and other relmbursers, to Invest some amount 
in ordsr to be a prudent purchaser of health technologies. As 1t stands 
today, many of the, producers of technology assessment fund the activity 
foo example the American College of Physicians, using this year over 
$150,000 of membership dues for the purpose — while the users sustain* 
the benefit. 



Assessing the value of new technologies would seem to be 1n the interest of 
poth those who apply the technology and those who may ultimately pay for 
U. Yet, although physicians c^9r]y recognize an evolution In the 
application of a technology from its use 1n experimental protocols, 
throu^i its use tn highly sophisticated settings, jto its general use by 
the practicing physician -~ reimbursers typically recognize only *two 
stages: experimental, $nd therefore not reimbursable; and generally 
applied and therefore reimbursable. What is needed is recognition of. the 
grey zone: that sigM f leant ( and^ometimes 1ono\ period in which a technology 
1s neither experiment*! nor ready for wide application, but during which 
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wh6« performed in certain appropriate settings tfte technology &ay clearly 
: benef inpatients. While providing* soflm 'funding of the procedure under tM&fT 
limited applications, fche reimburses could acc.ttfiulate cjuite valuable dfcfca v 
that *ou1d ma*p a later r-ei«tHir$e/not reimburse decision better inf^rmeo\ 



Structurin g T ec h g oj Qgy A s sa s sme n t 



? The public sector — the federal government sh'oulo* continue technoTogy 
assessment for It^-own purposes {to t?e a ..prucferrt purchaser) and for other 
public purposes, principally to produce information on whith, 1n part, 
clinical decisions can be made* The American College of phys1cians\strongly 

* supports, the continuation and th$ strengthening of thb federal government's 
activities 1n technology assessment.' Specifically, the College supports 

p the assessment of safety,, efficacy, and effectiveness", and "emphasises the 
validity *of the federal government — principal 1y # "the Public Health 
Service performing assessments fliat relate to cc&t^^teotivenes* and ^ 
appropriate use of technology. * % . 



• T*e private sector physicians, hospitals, insurers, manufacturers, 

ft ' 

patients, and others should continue. the Host of activities in 
tfto^nolo^y assessment that are necessary for appropriate clinical decision- 
making as *eU as for appropriate economic decisions. The Institute for 
Health Carp Tp'chndloqy Assessment; as proposed by )S04* wouVd be an 
w important stepMn enhancing both coordination of private and "public sector* 
activities and dissemination of the results of assessments. The College, 
the>^£r^ supports the intent of S. 2504, as well as the specific provisions 
having tg^do *7*ft**k*^ynct ions of the Institute. This Committee 1s wpll 
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.Jr. of the general support of the medical comity for the proposed 
functions, as they reflect the consensus of an Institute of Medicine 
"c<*Mttee that last year proposed a publ^private sector consorts having 

• mafl / 0 f the same functions,. The African College of Physicians -as 

' pri'vileged to h.veseveral of Us Fellows sit' on the iOM Coa-mee. «nd 
a former president of the College chaired 1t. 

The College believes, however, that the legislation could he strengthened 
tp two Important ways. First, t« "«* of credit of $2,000,000 through the 
Qepartment of Health and Human Services, available over a seven-year period. 
H mo'st probably insufficient to support' the Institute until U 1s able to 
Oecon* self-sustaining. It was the estimate of the I0« Cc~.1ttee. that 
m1n1 « fl ,' first year budget would be approximately $1,000,000. ^ We support 
the concept 'that the Institute eventually be self-sustaining, . How**, 
SMd f„n,l,ng should be sufficient so that the Institute take root and 
grow, rather than being alH*»ea-to wither. 

Second, the Soard of Directors should be revised to call fqr individuals 
, within categories of expertise, not Individual s who represent organizations. 

• such a change 1n the proposed legislation would enhance the probability 

• mat the institute would benefit fro. the best substantive advice and ^ 
strengthen Us chances to be a vigorous enterprise. ' Although we recognize 
that such a change would raise the problem by whom the Initial appointments 
to the Board" would be made.* believe on balance it more appropriate that 
categories of expertise.' rather tha 9 organizations, be named. Other 
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mechanisms of appointment are available, as by the Secretary, Department of 
Health and Human Services, through the Institute of Medicine, or through a 
combined process In which the Congress, the Department, and the private 
sector participate. 

Conclusion 

The American Col lege of Physicians supports enhancing the roles of both the 
private andjjubHc sectors 1n technology assessment. The federal government 
should continue Its own activities directed toward becoming a prudent 
purchaser of health care goods and services and toward disseminating 
valuable assessment Information, Likewise, the private sector must continue 
Us own necessary activities 1n technology assessment. Where there are 
gaps in those activities, the provisions of S. 2504 are likely to be quite 
helpful, and the College supports the functions of the Institute for Health 
Care Technology Assessment provided for by the proposed legislation. 



Thank you for the opportunity to appear before you today. He would be 
pleased to respond to any questions you may have* ' 

Senaton Quayle. Thank you, Dr. Maynard. 
Dr, Schwara. 

STATEMENT OF M. ROY 3CHWARZ, M.fiC VICE PRESIDENT, MEDI- 
CAL EDUCATION AND SCIENCE POLICY, AMERICAN MEDICAL 
•ASSOCIATION 

Dr. Schwarz. Mr, Chairman, my name is M, Roy Schwara, and I 
am the vice president for medical education and science policy for 
the American Medical Association. Accompanying me today is Mr. 
Ross Rubin, director of our department of Federal legislation. We 
are pleased to have this opportunity to testify beforfe the committee 
and to discuss this very important area of endeavor; 

Mr. Chairman, the development and use of new medical technol- 
ogies have revolutionized, tne care and treatment of illpess and 
injury. New diagnostic equipment provides better information with 
less discomforture and risk to patients. Also, new treatment proce- 
dures made available within the last two decades have provided 
ways for improving the quality of life and increasing life expectan- 
cy. New and improved medical technology has been a principal 
factor in achieving improvements in patient care. 

In recent years, however, there has been a growing concern that 
the Nation has not paid enough attention to formal review of medi- 
cal technology. A great impetus for this concern stems from the in- 
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creasing coat of medical care. In order to address these concerns, 
numerous programs, both public and private, many of which we 
have heard about here today, have been initiated. The AMA has 
had a long history of active involvement in assessment and dis- 
semination of new medical knowledge and the technologies derived 
from such knowledge. The association's weekly Journal of the 
American Medical Association, nine monthly specialty journals, 
and its wide variety of scientific programs have been central to the 
evaluation of new technology in medicine for many generations of 
physicians. In addition; our Council on Scientific Affairs has en- 
gaged in reviews and evaluations of numerous technologies and has 
made recommendations thereon to the practicing medical commu- 
nity for a number of years. 

The AMA is also committed to assuring that medical education 
and medical practice are firmly rooted on a scientific base. In the 
course of advising medical educators and in designing our own con- 
' tinuing education activities, the association' places a heavy empha- 
sis on identifying devices and medical procedures that may be obso- 
lete, are newly emerging, or represent controversies in the medical 
field. 

With respect to evaluation of specific technologies in cooperation 
with governmental entities, the AMA and others in the medical 
profession have participated in numerous consensus development 
conferences sponsored by the National Institutes of Health and co- 
ordinated by the Office of Medical Applications of Research of the 
Office of the Director of NIH. The AMA's publications play a cen- 
tral role in disseminating the important information generated by * 
such meetings and in heightening the cost consciousness of both 
practicing physicians, medical students, residents, and others in- ' 
volved in health care delivery. 

The AMA, in its commitment to technology assessment, inaugu- 
rated ^ its diagnostic and therapeutic technology assessment or 
DATTA project in 1982. This was done in response to growing con- 
cerns about the safety, effectiveness, indications for use, and costs • 
associated with a rapidly growing arsenal of medical technology. 
This program is designed to augment, not replace, the AMA's tradi- 
tional technology assessment efforts. The DATTA project allows 
the AMA to measure the opinion and practices of physicians 
throughout the country concerning a particular medical technolo- 
gy. These opinions are routinely published in the Journal of the 
American Medical Association. The details of this program are con- 
tained in my full statement, and I would be pleased to discuss the 
DATTA operation with you in the question and answer period. 

I might add that the director of that project is in the room and 
could give us detailed answers if that is appropriated 

A number of other medical technology assessment programs are 
being conducted in the private sector, as you are aware. For in- 
stance, as we have just heard, the American College of Physicians 
has established a clinical efficacy assessment program which evalu- 
ates the effectiveness of nonsurgical medical tests, procedures, and 
therapies, and makes recommendations concerning their use. An- 
other example is the medicai necessity program of Blue Cross and 
Blue Shield Association which evaluates diagnostic and therapeutic 
procedures. In addition to these, the-American Hospital Associa- 



tion, individual hospitals and physicians, and others are engaged in 
.such efforts.- 

However, a number of Government entities including the Pro- 
spective Payment Assessment Commission, the Office of Health 
Technology Assessment of the Department of HHS, the Centers for 
Disease 1 Control, and the Office of Medical Applications of Research 
of the National Institutes of Health are already conducting medical 
technology evaluations. Leading private sector organizations, in- 
cluding our own, are working closely with these Government agen- 
cies 

The AMA believes that numerous technology programs currently 
being conducted by the Federal Government and the private sector 
make S. 2504 and the technology assessment provisions of S. 2452 
unnecessary. With huge Federal budget deficits projected for many 
years, it is especially inappropriate, we think, to pirovide for dupli- 
cation of existing activities. The AMA has further concerns about 
the language in S. 2452 that would require the proposed center to 
consider cost effectiveness and comparative effectiveness in making 
its assessment of the health care technology. 

The AMA believes" that for most new and emerging medical tech- 
nologies, the assessment of their safety and efficacy must be sepa- 
rated from the issue of whether or not they are cost effective, This 
is necessary because medical technologies often do not, become de- 
- monstrably, and I would emphasize demonstrably, cost effective 
until long after their safety and efficacy has been demonstrated. 

An examffle of premature cost effectiveness assessment was that 
conducted by Federal health planners with computerized axial to-< 
mography or CT scanning, In retrospect, had the planners succeed- 
ed in greatly limiting CT Scanning. in its first generation form, we 
might not now have the improved equipment used so beneficially 
in patient care today, CT scanning has, as the medical literature 
will demonstrate, lowered costs demonstrably and^ has increased 
quality in many areas of patient carfc. 

. In conclusion, the AMA is actively involved through its DATTA 
project, the Council on Scientific Affairs, and its various scientific 
journals in the assessment and dissemination of information re- 
garding medical technologies. In addition, we strongly support the 
numerous voluntary technology assessment initiatives being con- 
ducted in the private sector. 

The AMA is, however, opposed to S. 2504 and the technology as-' 
sessmer^ provisions of S. 2452. The existing assessment activities 
currently being conducted, in our opinion/in both the private and 
public sectors make them unnecessary, 

I will hv pleased to answer any questions that you might have. 

[The prepare^stiitement of Dr. Schwarz follows:] 
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AMERICAN MEDICAL ASSOCIATION 
to the 

Committee on tabor and Human Resources 
United States Senate 



Presence 
M. Roy Schyar 



ckby 
r*\ M.D. 



RE: Medical Technology Assessment 



June 7, 1984 



Mr. .Chairman and Members of the Coral t tee; 
e 

My risme is M ^ Roy Schwarz, M.D. and I am the Vice President for 

Medical Education and Science Policy of the American Medical 
Association. Accompanying me is Ross Rubin, Director of the AMA's 
Department of Federal Legislation. The AMA is pleased to have .this 
opportunity to testify before the Committee concerning the AMA's efforts 
in thp area of medical technology assessment. We will also comment on 
two pending proposals - S. 2504, the Institute for Health Care Technology 
Assessment Act , and the provisions that relate to technology assessment 
contained In S. 2452, the Omnibus Health Services and Health Services 
Research Programs Act of 1984,- 
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Background 

Mr. Chairman, the development and use of new medical technology have , 
rtvoiut ^onired the care and treatment of illness and injury. New 
diagnostic equipment provides better information with less, discomfort and 
risk to patients. Also, new treatment procedures made available within 
the last two decades have provided ways of improving the quality of life 
and increasing life expectancy. New and improved medical^ technology has 
been a principal factor in achieving improvements in patient care. 

•I y ' 

In recent years, however, there* has been a growing concern that the 
nation has not paid enough attenti^n^o formal review of medical 
technology, A great impetus for this concern stems from the increasing 
cost of medical care. In order to address these concerns, numerous 
programs, both* public and private* have been initiated. The AHA has been 
and will continue to be involved in technology assessment in order to 
provide up to date and valid information to practitioners and patients on 
medical technology issues. 
AHA Efforts 

The AMA has a long history of active Involvement in Che assessment 
and dissemination of new medical knowledge and the technologies derived 
from qurh^knowledge. The Association's weekly Journal of the American 
Medic al Association , nine monthly specialty journals, and its wide 
var iptv or scientific programs havp been central to the evaluation of new 
technology in medicine for many generations of physicians. In addition, 
thp AMA * s Council on Scientific Affairs has engaged in reviews and 
evaluations of numerous technologies and has made recommendations thereon 
to thi» practicing medical community for a number of years, Ttftse and . 

/ 
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other efforts to review Ti&x. technology and provide information to 



physicians are a vital activity of the AMA, and they are part of an 
ongoing effort to provide the best analyses and information on new 

^technology to the practicing physician and the public* 

The AMA is also committed to assuring that medical education and 
medical practice are firaly rooted on a scientific base. In the course 
ot advising medical educators and in designing our own continuing medical 
education activities, the Association piaces a heavy emphasis on 

■'identifying devices and medical procedures that may be obsolete, are ■ 
newly emerging or represent controversy in the medical field* 
With respect to the evaluation of specific technologies in 
cooperation with governmental entities, the AMA and others in the JKdlcal 
profession have participated in numerous consensus development 
conferences sponsored by the National Institutes of Health (NIH) and 
coordinated by the Office of Medical Applications of Research in the 
Office of the Director of SIH. The AMA' s publications play a central 
role in disseminating the important information generated by such 
•neetin^ ;*nd in heightening the cost-consciousness of both practicing 
physicians, medical students, and others involved in health care delivery. 

The AMA t n^u^u ri ivd Us Diagnostic arid Therapeutic Technology 
Assessment (DATTA) project in 1982, ij^ response to growing concerns about 
the *nf»tv a feet i veneris, indications for use; and costs associated with 
d r^pidlv growing arsenal ot medical technologies. This program is 
«ip«u.'red to .uitf^nr, nor replace, the AMA's traditional technology 
issp';si?f>ru pffnrt«s. The DATTA project allows the AMA to measure the 
•jpinion Mui practices or phvsici.ms throughout the country concerning a 
;»a rr { • m » ,i r -lediviJ r prhnolo^y , t 
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*!"he DaTTA project is based in the sciences on which medicine i9 
founded. Its expert panels of physicians are asked to address questions 
that .ire fn controversy in the medical community relative to the safety, 
pf tect iventf ss and appropriate applications of particular drugs, devices, 
or medical procedures. The AMA accepts requests for an opinion on a 
particular medical technology from any source including third party 
payors. The project's objective is to provide reliable and authoritative 
information to interested parties as to the safe and effective 
applications of a particular technology in medica^fpractice. 

A reference panel of more than 600 .physicians representing a broad 

geographic and practice spectrum of major specialties and subspecialties 

i 

has been appointed by the AMA' a Council on Scientific Affairs* The DATTA 
% 

panel is adynamic and growing body. Nominees are solicited from all 
\ .segments of Ameri-can medicine, including state medica* societies, medical 
specialty societies, the AMA Section on Medical Schools, and .other groups 
represented in the House of Delegates and the Councils of the 
Association, Panel composition is reviewed annually and additional 
nMmi'i**#>s vm/h' <; spec i sit'/ or *;eo«raphic needs afr-ise. Physician 

» 

^anelisr* an* n»«rulted iron all areas and include physicians in active 

■?*>dlral pr.icric**, nedi-ai education, and 'biomedical research. 

•Suctions concerning,* particular medial technology are sent to a m 
•t'mp of rt'["r"nrp panelists who ,ire selected based on fulfillment of the 

following ".-rjreria: < i> representatives of ma jor ^eacfii ng centers in the 
iprrourf iff sn*»fii!tv who are fully conversant with the state-o* -t he-art 
t$hl -v.r: ;>"r'»i:i the juesMon raised; (2) representatives of areas* of 

"i.«di. ii ; >n-'M'-»' 'Kit nav Sivi- occasion to use the device or procedure in 

\ 
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their practice; and (3) representatives of primary care specialties where 
daily decisions are made about referring patients for the type of service' 
in question. In each category an effort is made to reflect a nationally . 
geographic spectrum of diverse practice environments. \ 

" \ 

DATTA panelists are required to indicate in their responses to 
questions whether in their experience and professional opinlc^the 
procedure or therapy under question may be classified as; established; 
investigational; unacceptable; or indeterminant , that is, no consensus is 
apparent to date. Panelists are asked to comae nt on the risjts and 
benefits associated with «se of the technology , to assess the value of 
the technology among alternative modalities available, aW to identify 
subpopulations of patients and patient selection criteria ^distinguish 

those individuals for whom the general rating assigned may- not pertain, 

■ \ 

The last aspect of the inquiry is/ particularly important because it 
invites physicians to identify and describe subpopulafcions of patients 
for whom special considerations, or special individual cost-benefit 
analyses, may pertain. 

Other Technology Assessment Activities ' 

A number of other medical technology assessment programs are being 
conducted in the private sector. For instance, the American College. of 
Physicians has established the Clinical Efficacy Assessment Program which 
pv.iiuate*? rhe effectiveness oj nonsurgical medical tests, procedures, and 
therapies and makes recommendations concerning their appropriate uses, 
another example is the Medical Necessity Program of the Blue Cross and 
Slue Shield Association which evaluates diagnostic and therapeutic 
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procedures. In addition to these activities, the American Hospital 

Association, individual hospitals and physicians, and many other private 

orgaoizat ions are engaged in technology assessment efforts. 

Moreover, a number of governmental entities- including the Prospective 

Payment Assessment Commission; the Office of Health Technology Assessment 

of the Department of Health and Human Services (HHS) , r the Centers for 

i 

Disease Control, and the Office for Mfdical Applications of Research of 

i 

the National Institutes of Health are already* conducting medical 

technology evaluations* Leading' private sector organisations, including 

the AHA, work closely with these government agencies. 

With multiple operational federal entitles formally advising the 

Secretary of HHS on payment issues aibng with the large-scale activities 

now taking placed in the private sectir, we believe it is unnecessary to 

establish another entity to cover the taame concerns and issues. We 

believe that this current mix of federal and private sector activities 

1 * 
provides a proper balance to assure that prudent decisions are made. 

Proposed Legislation: S. 2504 and S. 2452 v 

S. 2504 would authorize the establishment of a private, nonprofit 

Institute foe Health Care Technology Assessment (Institute). The 

Institute would be composed of representatives of 12 national 

organizations together' with the Secretary of HHS and the Director of the 

Congressional Office of Technology Assessment as ex-officio members- The 

purpose of the institute would be to promote the development of 

"appropriate** health care technologies, the use of "approved" 

i 

t echnolo&ies . and the elimination of obsolete or "inappropriate"' health 
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care technologies. J$».^cretary of HHS would b'e required to make a line 
of credit of $2 Billion available to- the Institute for a period of seven 
years. • ' 

Section 103 of S. 2452 would amend the Public Health Service Act by 
establishing a Center for Medical Technology Assessment (Center) in the 
Department *f Health and Human , Services . The Center would be required to 
aake r * < l|!c 1Ml * ti0n8 " the S * Cret * r y of HHS concerning medical 
technology issues and whether specific medical technologies should be 
reimbursable under federal health programs. In making assessments, the 
Center would be required to conaider the safety, efficacy and 
effectiveness of the technology along with the "cost effectiveness and 
comparative effectiveness of the technology, as well as social, ethical, 
and "economic factors. ' The Center would be mandated to- undertake and 
support, by «rant or contract, reaaarch concerning technology diffusion, 
methods to assess medical technology, and specific medical technologies. 

S. 2452 would also establish i National Council on Medical Technology 
Assessment (Council) which would provide advice concerning the Center's 
medical technology assessment functions. In addition, the Council would 
review applications for grants and contracts the direct costs of which 
exceed $50,000, Xhd make recommendations concerning whether the 
applications should J>e approved. The bill would require $4' million to be 
set «,He f„ r e a ch ot fiscal years 1985, 1986 and 1987 for the medical • 
technology assessment activities provided under the bill. 
Ama Concerns virh the Proposed Legislation ' ^ & 

" " — 1 1 ■ ■ V a . . .., — j -1MT 

The A.MA believe, chat the numerous ' techno logy assessment initiatives 
currentlv inducted by the federal government and the private 

sector p.ik,. S. 2504 and the. technology assessment provisions of S. 2452 
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unnecessary. With huge federal budget deficits projected for many years 
it is especially inappropriate to provide for duplication of existing 
Activities* 

The AHA has further concerns about language in S. 2452 that would 
require the proposed Center to consider "cost-effectiveness" and 
"comparative effectiveness" as well as "socir&l, ethical and economic 
factor^" in making its assessment of a health' care technology* These 
wide-sw<e>ping considerations could be used to channel the activities of 
the Center to achieve economic and budgetary targets rather than patient 
care goals. It is not unlikely that the threat of a financial crisis in 
the Medicare program could cause^the Center to emphasize restraint of new 
technology and cost containment at the expense of desirable patient care* 

The AMA believes that for mdst new and emerging medical technologies 
the assessment oi their safety and efficacy must be separated from the 
issue of whether or not they are cost-effective* This is necessary K 
because medical technologies often do not become demonstrably 
cost-effective until long after their safety and efficacy have been 
Jemonst rated , An example of premature cost-effectiveness assessment was 
that conducted by federal health planners with respect to Computerized 
Axial Tomography (CT) scanning- In retrospect, had the planners 
succeeded in greatly Uniting CT scanning in its first generation form, 
we might no: now have the improved equipment used so beneficially in 
patient care today. CT scanning has lowered costs demonstrably in many 
,ir*'.is or natient rare. Also, this technology has gre3tlv improved 
p»itif»nr -are hv eliminating the need for invasive, higher-risk diagnostic 



•.ir overtures in manv rases* 



BEST COPY AVAILABLE 

81 



j$EST COPY AVAILABLE 



- 9 - 



.1 1 

W* a\*o question whether the Center would be capable of properly 
evaluating the "social, economic, ami ethical** effects of "health care 
technologies. .These are judgments on which society has not itself 
reached agreement. For government to attempt to sake such determinations 
and to enforce them could result in federal decisions Jn many sensitive 
areas with great impact on patient care. 

Conclusion 

The AHA is actively involved through its DATTA project , the Council 
on Scientific Affairs, ami its various scientific Journal* in the 
assessment and dissemination of information regarding medical • 
technologies. In addition, we strongly support the numerous voluntary 
technology assessment Initiatives being conducted in the private sector. 

The AHA opposes S. 2504 and the technology assessment provisions of 
S. 2452. The existing technology assessm^t^activlties currently being 
conducted in both the private and public sectors make them unnecesary. 

Senator Quayle. Thank you, Dr. Schwarz. 

Next we want to extend a very special welcome to Dr. Knoebel, 
who hails from that fine State in the Midwest, Indiana and, more 
p*ticulariy, the place I was born, Indianapolis, although not Meth- 
,w ^st Hospital there. 

)r. Knoicbel. You didn't also know that I was born in Fort 

ayne. 

Senator Quayle. Weil, I was born in Indianapolis, so we traded. 
Iif any event, we are delighted to Rave you with us. It is good 
seeing you again. Please proceed at your pleasure. 

STATEMENT OF SUZANNE B. KNOEBEL, M.D., CHAIRMAN, GOV- 
ERNMENT RELATIONS COMMITTEE, AMERICAN COLLEGE OF 
CARDIOLOGY 

Dr. Knoebel. Thank you, Senator Quayle. 

I am Dr. Suzanne B. Knoebel and Ellnora D. Krannert professor 
of medicine, Indiana University School of Medicine and chairman 
of the Government Relations Committee of the American College of 
Cardiology. 

Cardiovascular disease, because of its prevalence and importance 
as a cause Ptdeath and disabjnit^. js a consumer of a considerable 
portion o<J^g V A\^lefH^T#J»s, particularly 
population .» Thus, the American College of Cardiology 



in an aging 

% • . , „ , e>~ — ~«>v.-~ lv&J representing 

providers of costly technology" in terms of dollars, and ultimately, 
the consumers of such technology, feels a particular obligation to 
contribute toward the formulation of reasonable policy for technol- 
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*ogy assessment We appreciate the opportunity of participating in 
this hearyi#~— - xr> \ ' ■ / 

JBw^merican (Jollegtkof Cardiology lwlieyw^4*»Lunless/-com- 

"prehehsive scientific, encfifring, equitable>«n<i flexiBte^-teeftnology 
assessment methodology is w«W^jt»pefaTive theMeyelopment.and/ 

,or maintenance of high cost or cost raising technologies, despite 
their possibly critical importance* for individual patient manage- 
ment as well as for optimal utilization \ftf our national resources, 
will be seriously impaired, and the quality of medicine may be ir- 
revocably compromised. • . 
' There are several levels of technology assessment, some being 
presently well met and others being m the beginning phases. The 
first level involves the question of whether a technology is still in 

\an investigative phase or whether ,it represents accepted clinical 
practice. Consensus on this question. for most technologies can be 
most easily achieved. The "American College of Cardiology, as well 
as numerous other societies, has a committee charged with re- 
sponding to such queries. Decisions are based on the sensitivity and 
specificity of the technology and general consensus about the use- 
fulness of the technology.'in clinical decisionmaking. 

A second level of assessment arises when the technology has 
been judged to be'clinicaily useful and to have widespread applica- 
tion* The question always arises, how widespread should the afjph- 
cation be, particularly if the technology happens to be costly lhihe 
short term? In general, this secdndJevel ofUechnology assessment 
al$o is' feasible by medical societies and addifi^nal organizations to-, 
assess at sihiilaT data- probably are not i^uireoS^£herejs unajnmi-. 
ty among medical groups on broad inductions for mosNprocedures 
and practices. • 

T)w? third 'level of technology assessment is the level of present 
concern for it involves cost, ft is perceived that medicine ^ filled- 
with medical technologies, >he usefulness of which is . urtdefined, 
some of which are expensive and some have limited- utility, but 
have^had continuing lives nevertheless. Others provide valuable 
benefits' for clinical decision majdng, the formulation of Manage- 
ment plans and at a reasonable cost. , ' . 
Given limited resources,' it bas been proposed that now 1* the 

' time that each new and eventually mbst older technologies should 
be assessed as t6 where they fit in the continuum from hot cost ef- 
fective andvhot beneficial to cost effective and beneficial, ,00th for 
the short and long terms. IV this point, no one group has had the 
resources or the continuing support to approach thispath.Tjfhnol- 

' ogy assessmeni at this level is fragmented, and, certainly * scientific 
technology assessment methodologies have not Been influential in 
policy forVtiuiatiiin. Hopetplly. it. is this 'concern, that motivated S. 
'2.">0t, . » - 

Kormali/t'!*'clinical' decision analysis may provide the |tructure 
•required to achieve finked medical-economic' technoluiw assess- 
ment One appeal is that it simulates ^hnical practice. Each time a 
'witieirt is smi 'a decision' must be made and the outcome of that 
decisiun is uncertain Decision analysis reflects the. Strategies, and 

'• the technologies that offer the greatest potential for a salutory out- 
come It would he difficult to argue that* a technology which most 
economically refines' medical . probability estimates for .•'successful 
"».'•. ' '* ' ' ' • \, 
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therapeutic outcome or diagnosis should not be supported, and vice 

' V l >rSa u **' Hlfficu,t to ar * ue thut one th *t not contrib- 

ute should be supported. Physicians understand this and would 
accept decisions based on such analyses. 

• Bec ? U8e of * he conflictin S objectives of the various participants 
in such cost effectiveness programs, however, it is vital that the ul- 
timate outcome values pf such analyses be clear; that is, is it the 
quality of life, length of life, return to productivity, cost contain- 
ment or other values which are the goal? The potential for resolu- 
tion of conflicting objectives may be one of the strengths of the In- 
stitute for Technology Assessment proposed in S. 2504. To properly 
pursue level If technology assessment, professional, academic/ in- 
dustrial and government leaders- will need to find mutual areas of 
agreement and understanding. v 

In summary, technology assessment methods are needed which 
preserve, advance, and encourage the development of those tech- 
nologies which are beneficial and cost effective and which identify 
marginal technologies. The bill, S. 2504, through its consortium 
concept, provides a beginning balanced approach, although there is 
some reservation concerning the proposed representation in the 
consortium. In addition, whether the Institute proposed can become 
self-sustaining remains an unknown. If it can, however, much will 
have been gained because a commitment will have been rnade by 
diverse groups with different goals to forward medically necessary 
as well as cost effective technology utilization. . 

I would fifel that its most important charge would be to act as a 
catalyst tor the development and evaluation of criteria and meth- ' 
odologies for technology assessment... 

Thank you for your attention. 
, [The prepared statement of Dr. Knoebel follows ] . 
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"THE INSTITUTE FOR HEALTH CARE TECHNOLOGY ASSESSMENT ACT" 

Presented by 

Suzanne B, Knoebel, M.D. 
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C June 7, 1984 

. ' ■ . . > . • 

i 

I am Dr. Susanne B. Knoebel , Herman C. and Ellnora &. Krannert 
Professor of Medicine, Indiana University School o€ Medicine and* 
Chairman of the Government Relatione Committee and Past, President * 

* i 

. of' the American College o£» Cardiology,* Our College is made up , 
of . some 13,000 physicians and scientists., 

The American College o£ Cardiology , representing a relatively 
high technology utilisation subspecialty of Internal Medicine, 

i 

appreciates the opportunity *to participate in this hearing. 

* * * ' * 

Cardiovascular disease* because of its prevalence and importance 

as a cause of death and disability, is a consumer of a ♦ 

considerable portion o£ the available health dollars particularly 

in -an aging population. Thus* the ACC representing providers of 

Mostly technology," in terms of dollars, and ultimately, the 

consumers of>such technology', feels a particular obligation to 

ronfribu'.e its expertise toward the formulation of reasonable 

, % j£>l±cy for* technology assessment. 

Medical technology has been defined in various ways? by the 

of.fV-n of Technology Assessment as the set of techniques, drugs, 
- ' ■ x ' 

„ equipment, *nd procedures used by healt?h-care professionals in < 



•Th- AmorUvm College of Cardiology (ACC) is a 'non-profit pro- 
fessional medical society dedicated to ensuring optimal care for 
V persons with or the- potential . f or developing cardiovascular 
lisease, and through education and socioeconomic activities, 



prevention of cardiovascular disease. 
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delivering medical care to individuals; and, the systems within, 1 
which such car© is delivered; by the Committee to Plan a private j 
Sector Entity to Aaapss Technology in Medical, Care at the 
Institute of Medicine, as a .drug, device, medical or surgical 
procedure, or combination of the above and the knowledge 
necessary for their appropriate use in the delivery of patient 
care. The coverage is, indeed, broad. The concern of the m * 

American College of Cardiology is that the' technologies utilised 
fpr cardiovascular as well as other health care, however defined, 
be evaluated for their medical relevance and cost-effectiveness » 
in such a manner that policy decisions and/or regulations 
impacting on their utilization can be precisely and equitably | 
-assessed and applied- . The ACC , ' as the patient's advocate, 
believes that .unless a comprehensive, scientific, ( enduring, 
equitable and flexible technology assessment methodology is 
widely operative, the .development and/or maintenance oi Jiigh-coet 
or cost-raising technologies — w despite their possible critical 
importance for individual pati«Ait management and for optimal * ■ t 

utilization of our national resources will be seriously 

• <» 
impaired,. # . ■ f . % 

There ar* several levels of technology* assessment , some bein,g* • , 7 

presently well met and others being in the incipient phase only. * 

The first level, the one with which we are ail mgat familiar/ / ^ 

involves the question of whether a technology is still in the 

exper imenta'l jor alinical investigative phase or whether it' 

represents accepted clinical practice. Consensus on this, * , 

question, for most technologies, can be^reiati vely easily ; • * 

achieved^. The ' American College of Cardiology,, as we^ll as # '* 

numerous other societies, has a committee charged with responding / ' ^ 

to such queries. The ACC committee operates in study^section ^ 

format with ^ndiviUual committee members serving' as primary fcnd 

secondary reviewers, respectively. The review is based on the 

• i • ■ 

.literature relative to the sensitivity and* specificity of the 

■ . ' ■ ■ - 2 -" 
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technology* gathered data on the us# of the technology by the 
cardiovascular specialist, and general consensus abQut the. 
usefulness of the technology in clinical decision-making . 
Problems arise only when the technology is highly dependent on 
the skill required to appropriately administer the technology 
or interpret the results* 

A second level of assessment aris'ea When the technology has been 
judged to be clinically ussful and to have widespread ' 
applicability. The question always arises — - how widespread should 
the application be* particularly if the technology happens to-be 
costly in the short-term? What patients should be so treated? 
What patients should receive what type of preliminary evaluation? 
Is coronary arteriography always Indicated if a patient is being 
considered for coronary surgery, for example, or are there 
variants which should be evaluated *in addition^ to anatomy' prior 
to making a decision about coronary artery, bypass 'surgery, such 
as the presence or absence of ischemia? 
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, In general, second level technology assessments also^re feasible 
by medical societies and additional organizations to assess 
similar data and probably are not required* There is unanimity 
among medical groups on broad indications for most procedures and 
practices. The ACC has worked with the American College of 
Physicians and other organizations to assist Blue Cross/Blue , 
Shield, for example, in formulating guidelines relative to the 
clinical indications for some of the more costly and widespread 
f #»fhno J l ?9 ♦ Consensus was not difficult to achieve in most 
cases. It is true, of course, that most {Shysi^ans can lightly 
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.point out the potAfttiAi dAt*4$iaotAX e£ f sets for an individual 
patient of -any restrictive clinical indication guidelines* Jtoet 
of these arguments are r«troip«ctivV however. While medicine is 
probabilistic and, thus, prospective* An addition si problen 
arisss in this torn of assessment when the agencies which 
originally requested the information attempt to further restrict 
and refine the guidelines. This results in adverse and* 
destructive relationships as the physician grdups have in most 
ceases made the maaiaiel concessions possible 'in the interest of 
relevant medicine* Further restrictions may,* therefore , be 
detrimental^ to patient cere and are viewed as being primarily 
economical l4 motivated . Physicians cannot adc^pt .economic 
considerations as the sole guiding, principle for health care 4 „ 
decisions* 

* • 

The third level of technology assessment is the |evel of present 
, conc « rn tot it includes cost * considerations* [ It is perceived 
thAt medicine is filled with' technologies the! arfficacy of Which 
is undefined* Sense} ata expensive and have limited utility btft^ 

have had continuing lives, other* provide valuable benefits for 

« 

clinieai decision-making/ the formulation* of manage/Sent plans and 
af a reasonable cost, .Given limited resources, it has beea 
proposed that- now is the £ime that each new and eventually most 
older technologies should be assessed as to where they fit in 
the, cfontinuura from not cost-effective and not beneficial to ' $ ' 
dost-ef fecti^e.and beneficial botji <for the short .and long-term. . 
In addition, the assessment should £e'in such a .fqrmat that* the 
results are quanti f iable *and directly complementary to 

*- - - - - - 4% * 

simultaneous clinical 1 efficacy ^valuations so that *?he public,* 
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physicians, hospital*,, third party payers and policy makers, have 
the information needed to make appropriate decisions relative to 
reimbursement whether direct or within a prospective payment 
»* package. To this point, no one group has had the resources or 

• , Of 

continuing existence to approach this task. Technology 
assessment at this level is fragmented and, certainly, scientific 
# technology assessment methodologies have not bftin influential in 

r V . 

policy formulation. Hopefully, it i*. v this concern that motivated 

# * • , v - 

S.2504. 

i. . Formalized clinical decision analysis, with modifications as 

neede4^ may provide the structure required to achieve linked 
medi da ^economic technology assessment. The utility oT any 
\ specific technologic application or management plan can be 

"* quantitatively isolated by the technique of formalised clinical 
decision analysis as each step in the decision making process is 
explicit in te^ms of the probability estimate enhancement, 
diagnostic or therapeutic/ and the cost contributed by the 
technology. Other advantages of the process include the 
potential for the development ofi 

o guidelines for the practicing physician aswell as the third 
* * <party &ayiir and the government agency concerned with 
providing for quality patient care, but faced with a 

, " * son**times betfclderinq array of diagnostic tests and 

/ * ¥ 

m therapeutic reqimensV Perhaps, more importantly, the -public 
' ' I * , 

could for the fi/rst time^und erst and what impact technology 

%* ■ itilizatiob has on th^-l^vel of care they receive; 

o 4^anMf ative d^ta orvjcost and medical efficacy to guide 

governments L md insurance agencies Concerned* with 

* c'is*.-fo<jtairiment ?' • 

* , . v, • . - 5 r 

"\ % 



«6 

o explicit comparative data on alternative diagnostic L 

methodologies and therapeutic medalites* It ie difficult, to 
argue against the principle that it is the technology which 
most economically refines medical probability estimates for 
a successful therapeutic < outcome or diagnosis that should be 
supported . 

Because of Uw conflicting objective* of the various participants 
in cost-effectiveness analyses , it is vital that the ultimate 
outcome values of such analyst^ be ^explicit, i.e.* is it quality 
of life, length of life , return to productivity/ 
coat "-Containment , shift in lqcus of care, 6jr other valuta whictt 
are the goal?- The potential for resolution of conflicting 
objectives and/or assessing- the impact of pursuing one valine on 
other co-existing values may be one ^thee^tr angths of the 
institute- for Technology Assessment ps^osed in S.2504. To 
properly pursue level three technology assessment, professional , 
academic, industrial and government leaders ^ wi 11 need to find 
"areas of agreement and understanding. ' * 

It is obvious that all clinical dec ^ son- making should not be 

' la* ' ' 

subjected td* fo^nal clinical decision analyses. That would tiot 

be cost-effective* It is quite possible, however, Chat '4 
concentration on a few costly but less effective technologies 
might result in sufficient savings to al£ow*tneaningf ul advances 
in sc/entific medicine to continue, Jfodx or no informatioh on * 
tec^noloqy costs and effectiveness* h^j^bee.n expensive Joexrause of 
duplications over-utilization and impro^^r^ focused demand... 
'MH^hod^l ogles whie'h directly assess anatomic al terjStidns*o£ 
Jiseaj^ej whicft measure secondary nag^f est at ions of ddsease and 



contractile, hemodynamic or, electrophysiological functioning and 
whfch as*e*s myqc^rdiai and peripheral perfusion, metabolic 
state and .cellular viability f are vital in order that 'society can 
derive benefit from new knowledge relative to mechanisms of 
disease •dg'^t syol;vee> \Wayg must be found to provide- for auch 4 
developments ? * „ ♦ ' » . ■ 

V • ■ 

In summary, technology assessment methods which preserve, advance 
and encourage the development of "those technologiee^whiehT 4re / 
beneficial atf* : isomXreft active an^ which identify marginal " 
technologies are needed. Long-term mm well as short -term gains 
from specific technologies, should be considered and the* foc\JS 
must not he'primar-ily economic* S.2504, through its consortium 
cdncept , provides a beginnings * balanced 1 * approach although, there 

• < v . • • n • .; 

is some reservation concerning tfte, adequacy of subspecialty 

• * * . ... ( i 

representation in the consortium as outlined. Whether t^e 

Institute proposed in^ S. 2504 can become self-sustaining remains 

an unknown, Xf it can, however , much will have been gained ;' ; 

because' a commitment will have been made by diverse groups With 

different goals to forward medically necessary as well as 

Qost-etfectiye technology utilisation* 



The American College of Cardiology appreciates this opportunity 
to present its 'views. Thank you for your attention. I would be 

t 

hrtppy Answer any questions. 
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* Senator Quaylr. Thank you very much, Dr. Knoebel. 

You are absolutely correct that the primary reason for our inter- 
est was an awareness, that there was this fragmentation of assess- 
ment 6ut there thai what we are trying to do is to get a consolida- 
tion and a better understanding and 'appreciation of the whole 
issue, better knowledge, better data, better interpretation I 
wonder, given that general outline, do you see that our approach 
would in effect do what we think it is going to do? How is this 
going to work in an. operatipn type basis? Tlpw is this going to 
work? . 

Dr. Knoebel. I am not sure I am answering your" question total- 
ly, but I would think.it would be' the understanding that would 
com$ from having to work together to develop a solid methodology 
that would be important. 1 have found, for example, that physi- 
cians don't always understand Blue Cross, and Blue Cross may not 
understand physicians and neither may understand' other insur- 
jancfe agencies or th$ Government. If they pli -had to, sit down to- 
gether and work on the goal for assessing a particular technology 
understanding should result. 

* Senator Quavul The example of the physicians and the insur- 
ance companies, when you talk "about fragmentation, can you give 
us another example of current fragmentation right now and how it 
is somewhat confusing or that there is a lack of coordination? 

0r. Knoebel. The American College of Cardiology, for example, 
is approaching clinical decision analysis using the standard aca- 
demic approach as promugated by the. Harvard School of Public 
Health the technique is to determine whether a technology im- 
proves the probability for a salutary outcome of a diagnostic or a 
therapeutic program, so that it can be said that a technology con- 
tributes to patient outcome in tons of length of life, fpr example, 
by 'V percerft* It is not certaijfjhat insurance carriers understand 
that this is why physicians Bk at the problem. Doctors under- 
stand that; they will accept elisions based on prpj>abilitie3. Thpy 
will not accept a decision that is based purely on cost. That is, if a 
carrier says we cannot afford a technology and, therefore we will 
not pay for it, that is a fragmented approach. I don't think third 
party payers are understanding physicians and 1 don't think physi- 
cians are uhderstanding carriers. The result is unnecessary con- 
flict. 

Senator Quayle. Dr. Maynard, it has been, suggested that the 
rivate sector initiative fconcerning technology' assessment be 
oused within the Institute of Medicine, that that would be %he 
proper environment for it to get its origins. What would be your 
comment on that, doing it within the IOM? 

Dr. Maynard. I would state, from the standpoint of the Ameri- 
can College of Physicians, which has beert* very active in this area 
for a long time that, yes, the private' sector must have an ongoing 
and important role with projects stich as our own 'clinical efficacy 
assessment project, but we see and believe that the focus of your 
bill is to provide proper balance between the Federal and the pri- 
vate sector. We believe, as others have said this $iorning> that the 
Federal Oovewm^fcfto^^ role. Certain* . 

ly. wfthin tha4w#d^ftstttA^ coordination be- 

tween these two groups can be most property effected. 
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Senator Quayle. Dr. Schware, let's just assume for the moment 
that there would be a disagreement on whether this would add 
more duplication and perhaps more inefficiency. Let's just assume 
that the Congress feete and the administration agrees that there 
ought to be something done in the area of technology assessment. 
What specific concerns would ypu have abdiit the Senate approach 
and the way we haye set this out? Maybe you would like to com- 
pare that to what the* House has done as far ad a preference. 

Dr. Schwarz. If I understood your question correctly, we don't 
have any argument about the need/The question is method, and 
your specific question is if this were fo.be implemented, what reser- 
vations might we have relative to the way in which it would be im- 
plemented. 

We are not opposed to the form in which all groups who are in- 
volved in technology assessment meet to compare notes, strategize, , 
to participate in. creative thinking. We have, as I Mentioned in my 
testimony, participated in such groups called consensus conferences 
at NIH many times. There is a real value in it. 

However, we would be very concerned if this Institute were to 
become the sole and only guiding light in technology assessment. 
Why? Because, suppose our scientific experience, including my own . 
personal one, is that the best outcome when you have questions 
about which there can he differences of Opinion is that multiple 
groups making the same experiment, if you will, doing the same 
assessment, and then comparing what the outcomes are. I think 
that if tl)is became a monolithic versus a multiple approach to the 
analysis of a given new technology you might run the risk of get- 
ting the wrong answer which would have far-reaching adverse un- 
> plications. 

* I guess the second thing is that 1 would echo what we have heard 
before and that is that $2 million, sir, will not go very far over a 7- 
year period. 'And I guess I would go further and say I am not opti- 
fistic that the funds to make this run in the way it should run can 
be raised with ready ease* from the sources outlined in your bill. 
Tbis year alone, the AMA is putting in in excess of $2 million into 
technology assessment, both, directly into our DATTA program and 
indirectly into our drug evaluation program which is a base fronfc 
which our DATTA program runs. The PROPEC budget proposed 
for 1985 is $3.1 million. Hen^e, the amount of money in your bill I 
t hink is simply not adequate for the magnitude of the undertaking 
that you might like to carry out. * 

Third, I would go to a third concern and that is that if you have 
such a panel, you want people on that council who have expertise, . 
who can make judgments, who have experience. I don't think that 
necessarily excludes that they could simultaneously be represent- 
ing the organizations which you have outlined, but I think that 
that expertise is absolutely critical. % 
Those are three quick things that w<juld concern me. 
Senator Quaym5. All right, I want toihank the panel very much. 
We appreciate your participation and. input. We look forward to 
working with you. Thank you very much. 

The final panel we have today is Mr. Samuel and Dr. Eddy, and 
we will have some questions for the previous panel from Senafcr 
Kennedy. K 
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Welcome, Mr. Samuel. Please proceed 

STATEMENT OF FRANK E. SAMUEL, PRESIDENT, HEALTH 
» INDUSTRY MANUFACTURERS ASSOCIATION 

Mr, Samuel. Thank you, Mr. Chairman. We have a statement 
wHMtr I assume can be put in the record for the hearing, I would 
tike to summarize a few points quickly and emphasize a few points 
that we tmt^k ought to be taken into account when you are looking 
at technology assessment overall. The points to be emphasized 
relate to the extraordinary , structural changes that afare taking 
place in the health care system* 9 \ 

1 Page 2 of our statement outlines the major points' that we would 
like to leave you with today. As it is now drafted, we think S. 2504 
probably includes too much. To the extent that Congress thinks 
that new technology assessment activities are necessary, we, think 
that the priorities ought to be more clearly targeted in your bill. 
'/Specifically, we feel that these authorities should be, at least in the 
first few y&ars of operation, limited to serving as a clearinghouse, 
identifying assessment needs, and developing and evaluating as- 
sessment criteria and methodology. We think in each of those three 
areas, there is a substantial role which is ndt being played now and 
which could be played by some entity. . 

The second point is that there are fundamental changes under- 
way in the health care system. They are drastically changing the 
incentives of hospitals and other providers to Acquire and use tech- 
nology. Frankly, this reduces the need for technology assessment as 
a cost-reducing mechanism. In the past, the record may well show 
that there has been too much utilization of technology. For 'the 
future, however, we are concerned that the danger may be ,that 
there will be too little. y 

The last ppint is one which we offer for all those who participate 
in discussions of technology assessment, and that is that technology 
assessment means many things to many people. Fundamentally, 
when you look at the estimates*of health care savings which can be 
achieved— and those estimates rim in the billions of dollars — the 
question relates to something that is not really technology. It is 
really patterns of medical care, utilization^ rates, and things of that 
nature, and even ethical values, which 'I think are pretty far re- 
moved from, if you will, a lay understanding of technology assess- 
ment. It is very important that- we understand what technology is 
and what assessment is before We set up mechanising. 
; I am' going to focus now for just a few minutes on the structural 
changes that ard in effect in the health *care system, because thos6 
structural changes relate directly to the importance of cost effec- 
tiveness analysis and to the frequency with which providers and 
other groups are going to be doing their own technology assess- 
ments. Basically, until a year ago,, the Federal programs said t6 
health care providers, ipedicare providers principally, we want 
more, give us more, 'We will pay whatever it costs fundamentally; 
jusflgive us more. 

The signals are now drastically changed. They now say basically 
give us less. The chief example of this, of course, is the hospital 
prospective payment system with its changed incentives for tjhe 
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provider*. The. changed incentives will lead them to lower. tSeir 
costs per case, not incur additional costs per case. 

Second, in addition tothe hospital DRG system, we see an effort 
to avoid unnecessary nrapital admissions in the first place. The 
DRG system has its own way of doing that through the FRCL In . ; 

k the private sector, we see increased cost sharing, we see capitation 
programs, and we see increased use of alternate types of health 
care. All three of these major phenomena contribute to keeping 
people out of the hospital, so they never go in and never have the 
hospital cost in the first place. 

Third, we see a mqjor societal interest in avoiding the necessity 
for health care at all, increased emphasis On preventive care, such w <$■■ 
things as the campaign of private citizens, and the Federal Govern- , 
ment against drunk driving, the awareness of the effects of amok- ' 
■\< ing, and certain other health and wellness programs. 

In short, the combination of legislation and many other forces 
are going to change attitudes toward utilization of medical car^ * 
and utilization of technology drastically* * 
t h On pages 9 and 10 of our statement,, we offer several quotes from [ *. 
a for-profit hospital chain, nonprofit hbspit^chain, and free-stand- 
ing community hospital indicating that they are -going to be taking 
\ < a much more critical look at technology, at its application and at 
its utilization, If you look at th6 AHA's report of key trends in hos- 
pital admissions and so forth; I think you can begin to see a sugges- 
tion that this is actually oetfuring. For example,- the Jfept recent 
available quarterly report from the AHA is that admfBions went 
from^2.7-percent growth in the quarter ending .February a year ago 
to a 3.1-percent decline in the quarter ending February of this 
year. 

Aoother factor is that admissions both fbi* the over age 65 group 
and the under age 65 group are declining. Admissions m the age 
. group over 65 for the quarter ending February went from a 0.2-per- 
cent decline in 1983 to a 4-percent decline in 1984. Th6re is a de- - ' 
dine as well in the admission^ for persons over 65. It is unclear 
whether those are attributable to the winter or whether there is a 
t longer, more structural impact. 

Very significantly, I Think, cost per case growth is slowing from 
1 10.8 percent to 8.2 percent. Very significantly for our industry, and 
I think for considerations of technology utilization, no»-labor costs, 
per case increases (inflation adjusted) slowed from 6 percent to 1.9 
percent. 

All of this suggests that the intentions of the ho^ital system to 
use less technology probably will bear fruit. Consequently, technol- 
ogy as a cost saver does not have nearly the same importance as it 
did under the essentially cost plus system that we have had for 
some time. Consequently, our concern is with promoting /lew tech- 
nology, not in discouraging it, and we are pleased that S. 2504 es- 
tablishes that as one of its purposes. 

In short, Mr. Chairrpan, we see the health care system in a sig- 
nificant period of profound change. We think that affects the utili- 
zation of technology, Its acquisition, the rate at which it is utilized, 
and we hope that in endofsing, in perpetuating any federally in* ^ y ^ ^ 
spired technology assessment efforf that this will be taken into ac^ • y*V/ 
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count tad that those federal efforts will be narrowly and practical- 
ly focused. 

Thank you. . t , 

[The prepared statement of Mr. Samuel and responses to ques- 
tions^submitted by Senators Kennedy and Grassley follow:] 
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Frank Z y Samuel Jr. * J * 

President m 
Health Industry PUmjf ectar«ri Aeaociation 
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nr. Cb«iraatt end Kember* of tee CkmmeUtees - 
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Hy nam* is Frank Samuel. 2 am Preeident of the Health £n<haary Nairn fact ur ere 
A* so elation (jpU), a national trade ^ik^»Uou representing* 320 menufecturere 
oi medical device* end dia$*o*i%f products. > 

IKTEODgCTIOS AW> gjaWet, • ' * " ^ 

Let ee bagin ^^dtffSibix^ several cheaecteria'tici of o«r industry end it,* role 

in the* economy: * » 

o HXHA'e eeeberthip *c count e for* more then 90 percent of doaeaticllly sena- 
fecCured device* end diagnostics end ***** virtually every type of device and 
diagnostic product on t£e market today. Yet most of our 320 members era 

# small. Two^thirda bene an one 1 eelee of lee* then $10 ail lion. > 

' • ' • ; 

o Devil oping medical product e require* research invest sent i ~ • investments our r 
industry sokes at s rate three times the national average. Nearly half the 
respondent* in a survey dose for the Food and Drug Administration indicated 
their company had Introduced a significant innovation in the last 10 yeere.l/ 
ftssear.ch of *his >kind produces health care products tbet, in turn, produce 

n longer, healthier Uvea* for patients. . 

* ■ * r : # * 

o The IDdostry's contribution* extend beyond health carets Small companies 
create aoet new job* in the economy, £/ and thi* ii pronounced in our indus- 
try, 'where the' FBA survey found that one-third of the respondent* had entered 

the market since 1*76. , 

j ,-■ * *' 

o Finally, our industry is one of the few in the manufacturing sector that 
gsnerates a foreign trade eurpiue. The U»S. export e twice ae meity devices 
and diagnostic pr&duct* a* it imports* Thi* highly favorable balance of ^ * 
trade yield* 15,000 £>b* directly and many more thousand* indirectly. 



XJ "a Survey of Medical Device Manufacturer*/ Louie Harris and AeseMatae, 

July 1982. ~ ' . * v- 

2/ Between 1980 end 1982, aaall businesses generated the 984,000 net new joo* 
"~ In the United Stetee (the 2.6 million new jobs more than offsetting the 1.7 
million slots lost by larger firms). The State of Small Boaloasai Report 
of the President , 1984, p. 25. And, according to a survey by Dun & Bred* 
arrest, small companies will, ecount for more than half <he 3 nil lion new. 
emplpyeee expected «6 be hired in 1984. * 
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Tbe three points X vent to leave with you today ere thesei m 

- . , • . • * ■ ' ■ r 

r » • • . I 

% *v* *r ' s *r« skeptical of thi nseeeelty of S»2504, To the eeteut Congreee aothor- 

• • t * 

« technology assessment institute, the J.nstitut«'» priorfViw should be « 
targeted xo complement *- not 'du pile* ts ~- the curreftt plurellotle um my v / *j§ 
ifeYa*. Thl* could be don* by limit lag rbe instituted authorities to serv- * * 
t . ls§ «■ » clearinghouse son exletlng lnformetlor^ on technology, identifying ^ 
* * Mseesnent Mods, end developing end svalj^ing itintntnt c/ritcr^e end 

* set tocologies » 

# - p Medicare prospective payment end privets gectpr inltietivee neve dresttcelly 

oKangod the Incentives of hospitals, asking thee sgre cost conscious- in the * 
tcjuiiicVon of technology* Hiis reduces the need for esse sees s^t to restVsin 
teehnology'a costs ^nd brings Into sharp relief the necessity of limiting * < 
a § see see nt't potential tbreet to innovation. 

+ * • 

o ' "Technology aessssment" is esny different things dWs by many different m 

* . • . x a N < 
people mnd^ groups* The fader el g^vertsjent *• esaaseesmt priori ty •should be to. 

* help assure thet its own health cere pur chase e *re made wisely. - It should, .. 
m avoia e cosMitmsut to tec&nology eeecssment tfcet is open-ended end inprec- % 

ticel* - >• 
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* A* ^ g* <r< Skgagicgl of che ***£tot tflgi>j|tlo| * 1 

« *» «« «xpl*in Uetr In our t«fttiaony ? top* 45 group* do •*s**«a*nt*. } * 
' * Tfc*** 'u^iii^i r«ag« fro* 4<*ct or*, to jourWf, to ^govonsatnt mgen- 

' cl««, t6 prof*»»i«***l ****>ei*tfcm». HDU b*ii**ftft $.2504'* q ration of 
~ *n Xuatltut* fox Hoolth Care Technology Mmnnt would oiaply mvk 0 # f 

*• th* arrival of th* 46t^ MMfiof aed ftahanc* tfc* pa*jlbillty*of *>v*f Up 

• » 

a ad dwpVlcfttion Mojtg tfao** ttwwrf. • ( 

, ■ j, ^ 
> %f * , ' • * 

* * • a 

*' *■ • 4 

HI MA ilio bull eve* that if thoro is a tru* n**d for th* Institute, if . 

I * # ' 

^ could bo foraod by privoto groups (or * coaMuation of privity *od, r 

*' • 

public group*) without logloiAtlon. 5.2504 wotUd «isply provld«th« { ^ 

ln*C*tut« *it*h • $Z miXXXvn lift* of f*d*c*l cradlt over •/von y**r*» 

• It 1» laprobftbX* that shift l*v*l of f*d*rml financial support would • # 

indues, privitft group* to do whmt th*y eouldo't osbanrt** do. 

1 * • • " 

A The 45 ***c«*or* inclodo tm%t inauranc* coap*ni*« tXut f Inane* A . \ 

C , - i# 

ml lion* of doll*r* In b**lth e*r* boiwflt* *uco*lly. A $2 ail U«r 
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llxa^f fad*rai Asdlt will not b* th* d#t«raining factor ** to *hath*r j\ ^ 

private group* fora • nav **a«**a*Bt body* If aooxfeor ******** ct body 
truly aakci sen**, prlvac* groups could fora it noy, without legiila- * 
tioo. * ' % . „ » 



r 
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If an Institute Is Created, Us priorities Should be Carefully Targeted 

If the Committee decides an Institute is needed, the InatituteOprior-* 
it lee should be, carefully targeted* Specifically,, the priori tie* 
should coaplement — not duplicate — * the current pluralistic assess- 
mejat sysrem. They s*hould try to make £he current system work better 
more ef f iciently. s * 

/ 

* * . « m 

Aa currently drafted, S.2504 would give, the Inatitute broad authorities 

without direction as toUprlorltles. HIMA believes the most useful 

authorities — the ones \h»t* would do wore to increase the current 

system's efficiency — ere ccrtitmined infill sections 2(e)(1), 2£cM*)V 

and 2(c)(5). These authorities should be the institute's priorities, 

and we discuss then bmlows « / * 

» 

\ - ' '* ' 

o Section 2(cP(l) — Information Clearinghouse 

Making existing iofoYsat ion available on technologies and technology 

. - * 

assessmentjs could be useful. Disseminating this information regu- 
larly and widely could help assessors learn of and benefit from the 
^„mo¥*-*$T YUelr counterparts in other organizations. (One potential 
partner in this activity is the fit t lone 1 Library of Medicine, which * 

has virtually every work on ssedJcal technology published in &ie 
f 

world.; i ^ 
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o Sect ton 2t*)(») ~ Identifying jjtod* 



t 



P 



From its clearinghouse activities, the Institute staff wight iden- 
tify needs in ^fce. **se*snen£ of technologies. This information, once 
\ * ««de available fee assessors, could encourage eore productive 
research alternative*. * 



o Sec t ion 2(c)(5) — C r i t e r i a end Ml t hodolog 1 es 

* . Finally, a potentially product ive f unct ion could be' to develop end ' 

i 

evaluate assessment criteria and Methodologies- This function 
(vdtich ha% been the subject of QTA attention) colli d help assessors 
« ' 'do a better job of assessment- 1 

For exann^e, au£ty assessments pnii»ort to measure cost-effectiveness* 
But aa the fo riser head of OTA's Health and Life Sciences Oiviaion 
« his noted, the techniques use J have "significant weaknesses," in 

part^ because they focus 7 on factors that can be quantified, such as 
« death and financial cost, while tending to ignore nonquantitative 

factors', suA as ethics and equity." ~Sj 

* ; 

* Refining a«sesse>ent crit/ria and methodologies aight lap rove the 

accuracy of a»se»s»ents and mate them a acre reliable gaug* for 
utiblir and private decisions about technology . 

r- 

t 

By focusing on t he* three* pr iori ties outlined above, the Institute could 
avoid duplicating the work of assessors, and — at the eaae tlae 
might. help a*ke assessments tapre informed, relevant, and a c aerate. 




V -raLne Coverage Policy to XoSW.Ked i C8 re Coat," by H., David Banta page 

V ilJTfro- Proceeding, of thg pffcrence on the Ft, rur eof Medicare, House 
Way? and Means Committee", I 



, BEST COPY. AVAILABLE 

V }8-*4 f >* p - 84 - 8 - W 

ERIC i . ' 



II. THE RESYRlCTJagp PAfflgWT SYSTEM HAS kgDUCSD THE KEEP FOR COST CONTROL 
TECtiHDLOCT ASSgSSKSWTS : ' . 

■.'.'*• 

Much of tht currant Attraction of technology tiNintnt is 3 its -coat-saving 
k potential. But that expectation ignores major changes that are occurring 
la health care financing. * ^ 



i 



In test loony thr«% years ago , HIMA, told Congress: ^ . 

Many of ths problems allegedly linked to the development of new 
aedlcal/£cchnologies — ; rising health care coats, irrational 
utilisation of services, ml sal Iocs ted capital equipment are 4 * 
symptoms of the currant system for financing and delivering 
care- These problems cannot ba solved by regulating or sssess- 
ing technology; they require fundamental -system restructuring. 

Tfie restructuring is *ml\ underway. Pert of it le called Medicare pro- 
sportive payment. Nov beginning to be a rae£lty for many hospitals, it 
seema around the comer for physicians, long-term care institutions, and 
other provider a. 4/* 



is t^at te 



Ihe point is tW technology assessment should not be direct ad to solving 
yesterday 1 a problems. Inttaad, - we should focus on today's problems 

* € 

such as reconciling atringent cost controls with Che need for innovation 
end quality health care. 



4/ N^v financial incentives are not limited to/' Medicare. The private sector *s 
replete with mechanisms that have effects similar to those, intended* for 
DRCs, such e^ preferred previder organisations and HMDs. 

4 •• 
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> w * 

1 *■ * ■ " 

We* Incentives Hoso Substantial Change* fo r Hospitals 

Prospective paytsent's enaction* last April Besot A M* change for 
hospital, locus of 40 percent of health eere eonji end a ■ejority of 
'what caa be termed ^oadic^l technology," no *etterj#le*lth« defini- 
tion, • s ■» 



Under the cm; reimbursement syeten now bei ag\42hajjie£_out „ hospitals 
had no incentive not to deliver excessive services 




overuse 



product! and procedures. *But prospective paysjsnt's incentives era 
exactly the oppoaite. 



By paying flxetf prices for specified diagnoses / prospective payment 

i 

given hospitals incentives to limit the cere- provided to that truly 
.ne'ceasary to the patient- And the tendency to over-edaiit will be 
nonitored end controlled by Peer Review Organ list lone (PB0a)> and, Jtore 
effectively, will be discourage^ by the increasingly successful 
sf forts of psyon — especially la the private sector ~ to avoid 
hospitalization altogether. « ; 



Inherent in- these new incentives 'are itrong biases against overuse of 
products and- procedures end, abre broadly, against products and pro- 
cedures that raise costs. Development and diffusion will alsp be 
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*t t met ml, alms* projjMctlva ptyMoc — * 

- aod fllrectlon °f technological chaage to MdiclM. 5/ 
B * g°»P*tA» A re Seconding to th. Mew Sy«t«a 

1'ro.p.ctlv. h«. „ot bn. W oa ho.pit.1.." 

•orftig «ggr«/.iv.ly to re.poud to t\w w. Incnriv... 
' , • r »•»•»■ 

„ At th. 87 ho'.pit.UjHm*! by Inc. / "t.chnolofil.. will b* 

..l.cfd *>lch i«r« M ffidwey. and „. -f* .rf 

. ' , .f fleets..- .ccording to P.„l.tt. **fyr6, ih.^, ^tu w«»tl, th. 

»^Pit«l chain'} Dir.ctor of T.chnology aa...«™. Through fon£al ' 
. , fetology «.«.»«n t progr™, Hua.^ 1. looking for procLt. pro _ »' 
c.dur.. that ar. product 1 v. and l.„ invaaiv. .ud that r.doc. 

l.ngth. of .t.y .od Uhor ttp.no..'. taiMtam -«. t d«o».tr.t. 
• v.ry clArl, th. ewt .M.ctiwo.%. of tb.lr produce!.," Unkford h..-" 

noc ad. • 

Similar .trfp. ux«J.n«y .t Inta«ount*i a Haalti* Cr^ lac, a cbai* 
of 23 aoa-profi* hoapitala that haa^fbli.'had depart*** to . 

respond to proSpectiv. payout.' Iat.r*»« l t-in> v PT«.ia*nt f Scott 

■ ' . • / 

~* 1 j i-i , 

~ "w^f^4 8 ! 1, " d ^^P 8 (DSG »> th. K.dl«r. Progr.»: tapUctiOn. for ' ♦ 
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Psrker, has amid that prospective payment's consequences "cannot be 
minimised," observing: 

fHjospitals are, realizing that in'the future, wotm*WVVlp~ 
meat and higher teat volumes vill no longer be a/success- 
ful formula ... It could' be the no ret thing to to bey 
that piece of equip** at and increase the number ; of 
procedure!. * 

SO* * * , « 

Hot pit als sot associated with chains are taking a teller etep* to 

* satisfy prospective payment's hot tea line demands . Providence Memorial 
Hospital in El Paso, Texas, for example , is purchasing generic sup- J 
plies. Contrasting prospective payment with cost reimbursement, Provl* 
dence Vice President Tom Lawsen has said thst todsy "sll purchases oust 
be characterised by not how such revenue they will generate, as done 
the past, but what it will cost the hospital." 6/ 

Available data suggests these kinds of actions by hospitals are having 
posit i/6 effects. For example, the rate, of increase in the cost per 

* inpatient case wss 8.7 percent in the period November 1983 to January 

* 198fr,- compared to 11.6 percent in the period ijevember 1982 to February 

1983. . * • 

/ 

we also know that manufacturers are restructuring the way they market 
their, products. Under prospective payment, manufacturers are increas- 
ingly emphasizing cost-effectiveness — backed up by hard data. 

I 




6/ Complementing the initiatives of the hospitals themselves is a technology 
" series published by the American Hospital Association. Drawn from more than 
• 70 journals, the series reports assessments on new and existing technolo- 
gies. 
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Consider whet the as* incentives seen for cafdiothoracic surgery. For 

patients with appropriate indication*, hespUsie sow heve Incentives to 
* 

encoorege physicians to use coronary angioplasty instead of bypass 
procedures. In this non-surgical procedure, e pti^ficien Inserts s * 
"balloon" catheter Into the patient's, artery, steers tha catheter to 
th j obstructed coronary ertery, then inflates tha balloon, opening tha 
blockage. On average, angioplasty coats $5,000, about a fifth of tha 
coat of the surgery, with a shorter recuperation period'end ftwr work 
days lost* 

< f 

Hospitals are not the only ones with an lots rear in the coat- 
ef fectlveneee of products and procedures. , PROs supply another layer of 
revisit, focusing in part on tha one significant east-ralelng incentive 
prospective payment gives hospitals: the incent iva to increase edeka- 
alons'. Nsvly conetltuted'end directed since prospective payment** • 
enactment, PROs irill also review procedures associated with higher 
admission rates — or otherwise designated for special scrutiny, 
* S 

For example, PW>s will review bypass surgery, the procedure a Veterane 
Administration study said wee overused* Por many cases, the surgery 
vll2 not be performed on an elective basis unless a PRO first approves * 
tha procedure am reasonable, medically neceesary, and appropriate for 
.the patient* Other hlgh-voluae procedures will be subject to PRO 
review before en edmlsslon or before the procedure ia performed. 
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TOO, „iu a i»o try to con* roT*t oats by r •viewing phyeicion practice 
patterns, diagnostic information for randomly selected pntiante* "every 
permanent cardiac ptctoaktr implantation or reimplantation pxoce- 
dure/ 7/ end caeee with ektraordinaty coetf or lengtoe o^etsy,. 

• The significant point li the* prospective payment la ret* lut Ionising 
the- way health care providers approach product unit costs and utilisa- 
tion rates. They are aggressively conducting thair own coat-control 
. * review, reducing tha need for euch reviews elsofchare aa a sesame of 
controlling Medicare coat*. And, as diacuaeed below, prospective 
payment is bated on historical data that — unless updated — nay not 
allow new technologies to be integrated into tha prospective payment 
\ 

# system. 



C. Prospective Peyment Highlights The Seed to tinlt Technology 

Assessment's rotentiel Threet to Innovation * 

Tnnovetion is e remarkably fragile process that spina frojt the threads 
of new ideas' the, fabric ,df improved diagnosis and t her spy. It can be 
eaaily damaged by unnecessary obataclea. ' 

Manufacturers decide to produce a new product — and investors decide 
to .back new products — only after weighing ths research expenses 
against the prospects for market acceptence. Premature, slow, or 

» ■ — 1 — 



7/ Request for Proposal (RFP No* HCPA^-Ol*), "Operation of Utilization snd 
~ Quality Control Peer Review Orgaificac ion," p. b 16. 
' 4 
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otherwise inappropriate technology assessment can quickly have am 
impact far beyond the fact* of individual cases* By adding time and 
costs to tha research awl development process (a process alraady 

extended by FDA review of products) , technology aeseeement can compound 

t 

tha technical, clinical, and regulatory barriers firms alraady face, 
adding to development coat a. Stoma important i nno vat ions , particularly - 

V 

those with small initial markets , won't be? able to meet* t hoe* added ^ ! 
coats, V ► 



( 



# S 

Ho re importantly, technology assessment can have* edveree effects on the 
psychology of insovatora because it can slgfiif leant ly ^creaee tha 
uncertainty of success for e new product* / 

proepftctlvm payment brings ell thie into a harp relief* It has so 

/ 

changed hospital incentives that today 'a problem is not ons of I 
restraining technology * % a cost* — the major ispulae of assessment 2 *— 
but of Integrating nam technology into tha prospective payment system* 
That la especially important for pro ced urea and product a whose benefit e 
ere difficult for individual hospitals to afford nndar tha historically 
based prospective payment methodology » but which will achieve health 
care system efficiency* * 

An example of auch a procedure la Implantable infueion pump treatment 

for cancer, cardiovascular dieeases, and diabetes. Take the treetmsnt 

i 

for liver cancer. An infusion pump la implanted below the akin to 
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deliver wmm\l f preeet doeea of cheeot ha repeat ic drug* to the caaceroue 
tlaeue* 9? targeting the livar through t£e hepatic ertery, tha puwp 
alnlaleoa tha wall-known a^udFef fecto' and &dvar*a react lone f auch aa 
naueee and hair Ipaa, co*aonly*eaeociatad with cancer chfcaotharapy. 
Thli allow oetlenta to work and laed nor a normal llvaa. 

Hot only that, uaa tha eavaa bo nay by reducing hoapitel adale~ 

eione. After tha puap la iaplantad v dmgi oa>o ha added to tha puap on 

an outpatient baaia«*nd cdat^natlant ftaed not rat urn to the 4x>ap£±al. 

In contriat, conventional tYeetaect raquiraa rapaa^ad and axpeneive 

hospital ate ye. Ona atudy found that tha average** co«t> par day lor 

pat lent a traatad conventionally vat $559, compared to $115 for pat last a 

treated with tha puap. « 
x A ■ • e> 

Daapitc tfca new traataant'e eeoeoalc edvaatagea,, howavir, proa pact Iva 
payment dleSouragea hoapitala 'fro* adopting it. Thia 'la beceuee tha 

0 

$3,000 price of the 'puap could cauee tha cost of cara for any one 

e » " 

hoapltel edalaalon to exceed the relevant proa pact iva payment prices 
Tet fewer edmleeione end abort er at ay a are JSwctiy the benef ita eought 
by government and privet a coat control sea* urea* &ut, "beceuee rele- 
vant prospective payee nt pricea ceuee a loea for the hoapltel, there is 
no Incentive for the product to be bought* ' 
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This is * fundamental point i One of today' • pmble«e 1* the tendency 
of prospecti** payment not to reelUe the \x>v^t%r% savings of pr#- 
cedurce th*t,coet nor* In the* short tarn. And today 1 • danger 
thor^ will be too little innovation, not too such; that there will ba 
too little ability to improve tha quality of care for Medicare 
beneflciarlae, not too sucK sbillty. ' 



Let m« make ana final observation about the iafu*ion>uap. Despite ltd 

^ - s 

medical advantage, It initially received *n advaree Medicare coverage 

recceuesndation. Though it was ultimately recommended for^dicere 

coverage, the tree/ment was deemed experimental |n tha Public 

{Health Service evaluation -r even though it had bean approved by FIU. 

a 

That le a telling ex&mple of tha da ley* and complexities of aeeeeelng 
product! end procedure*. Theea factor* can significantly iapede inno- 
vation and delay better quality medical care for Medicare beneflci- 

* v 

erlea. , • 

/' 

And let 'a not forget cjeu bad, uninformed, or Inaccurate aaaeasment* 
mean pet lent* will not ba treated with thoea improved product a. Poor 
aaaaaamante flo not yi^ld eiaply conceptual result they trenelate rtnto 
less care or fewer treatments for the elderly. 
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Underlying the coaaanea wt sake above are eeverel 'fundanentel points about 
technology and technology eases snout . , 

i 

r 

Technology can »in a variety of things and processes. ^Tbe tarn hail at 
laaat three definitional * 

a 

o Tha Product Definition; A product whether or not novel — that 
is ueed in connection with a nodical procedure. Soaa dUcussiou* 
define technology no re narrowly to s*an a novel, e tete-of-t he-art 
product. 

i 

* 

o The procedure Dofialtlon t A nad ioal or surgical procedure, includ- 
ing the products' use,, but extending aa soil to the technique! of 
the health care profession*!, in using products. Coronary 'artery 
bypass surgery, tor example, could not ho performed without surglcsl 
0 i net ruejent e • But bypass technology la not eioply the Inst runout s — 
* it includes use of the ihstrusonts, training, and skill that sake, 
v their ute creative.^ 
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o The jUitfical Car* Deflation * THe totality o? products, procedures , 
knowledge, and iTitew employed to diegnose"aod treat illness- 8/ 

It Is iaportsnt/to delineate these definitional differences so that, 
whan va assess rtechoology" v% know what her ve ara assessing products, 
» prdteduree, or/ radical car a. 

"V 1 " : 

»* W hat is ■Aajoajgoot? * X * 

. ' : v 

' Tha dsflnitlon of "assessment" It a 1*0 lapreciss* * \ 

Various people and groups oaed and usa diffj^rent^ kinds of ifitp raajt ion^ 



on aedica*k}^»chnologies ~~ ineurera for coverage «n» raiabur 
doctors for improving fhelr practlcee/ and regulators for adalnlea^aring 
\ public programs. A«sesac»onc refer* to tha aethode .these pefcpl* and 
groups oec to gather and analyse information on technology. 



o First <n there are different kinds of 'agsessjsent*- . They range' froa a 
simple search of the literature on e technology to "comprehensive 
policy research.** 9/ ak^ne level, eases swent Is compiling furling 
Info mat Ion. At another, It is analysing the information <xr »ta * 
through anything froa rough estimates to "sophisticated 



8/ "The Implications of Co»t~Ef feet fveness Analysis of Hedicsl Technology," 
Office of Tschnology Assessment, August 1980, p- 191. ^ 

9/ "Technology Aafassaent and Policy Making," by H. David Santa, p. 23, from 
Resources _for _rfga_lth; Technology Assessment tor Policy Making , 1982/ 
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coaputer~b#*^d aaNiematical program* log ^10/ Finally, m^mmammm 
can Itilud^»ctuAlly collecting rttv data, such as through rendonised 
*cliftic»l trials-* 



tone of these "kiads" of aa eekas M ht 9 carry aoy apecltic eaaaing at 

to the^'purposa." of the activity. # 
^ • 

« ** ** * j 

°. Intact. thetc arc many different porpoitt for assessment* ; Some 

tiMiiMoti daCarai&e what bar a procedure ia part of tha packega of 

. MJvic^a for.whicfc Had i car a will pay." This is dona for (A Rational 
► ,»".<- » m ^ 

/ - Center for Health Services -Research (SCHSR). Among tha critaria aaad 

by NCKSfc In audi evaluations arc safety and effectiveness — tha 

s> lattar crit^riojf defined to mean tfr^terr* precedure baa medical , %' 

value whan u^Ni under actual or average conditions. 



Determining^ he aafaty and»«f factiveness of- product* ia tha sola 
w purpose of* FDA evaluations^ But for FDA purpoeas, "af fact ivenese M 

swans something different,.-- what bar a product perform* as intended 
/ ^ % * »F i te^eanu feet uxors* ufidar tha intended conditiona of use* To 

cUrify tha analysis further, tha tarn "efficacy" la sometimes used 

to, sean "effect Irenes b~ in the. FDA smnee. 

cri ' • - 



K>/ "The Implications of ^ Cost-Effectiveness Analysis of 'Medical Teehnoloay ' 

OTA, p, 18. " 
\ 
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Soma aaeeetmenta era deiignad only to evaluate cost of fectlvenesa. 
•^e Coot Ef fectiveneaa of Stopping Proton Labor with Beter 
Adrenergic Traetmeut" i» a recent *x*»plc' of tho many technology 

uiitmati r sport ad ia tho Haw England Journal of Medic ine, In 

# ^ . - 1 " i -- , J ■ Ji-i . . 

1980, ^tha Congreseionel Of flea of Technology Aaseasmcnt (OTA) issued 

4 

an ontiro r a port ant it lad '*The Implications of Coot ftf fact i vena si 

% Anal yi li of Nodical Tachnology" (which found that methodological and 

] * ' ' 

o|her limitation* moan this form of snaiysis should not bo relied 

• upon too heavily), » 

/ 

Another brand of a a a* lament in*olvaa da t a rmlning medical eppropri- 
atanoaa — that la v vban cart a in procaduree should ba us ad. Thaaa 
sra conduct ad by physicians aa part of tha baalc scienca of madicino 
a<nd communlcatad through health £etruns, symposiums, and profaoaional 
journals, 

Yet other asaesanenta have vlde-ranging int ant lone, Ilka Nlfi f s 
* . assessment of tha "potential legal* ethical* social, political* 

^ ■ ^ **dic*l, and economic implications'* ^of ueifig tsicroproceeeor-ba sad 

day leas end diagnostic*. And a relet ively near type — performed by 
PROs — ia aimed at aaauring quality hoepitel care under prospective 
• . * payment, as veil aa guarding against excessive adaiaeioa*. 
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» 

o Alon& with the variety of BttagaEg ***** th« variety" of pttrpoeoa. 
* there It o "yr**4 °f group* "Orgon! sat lone , and IfldlvlfyaJLa | gfao coo* 
duct eve loot lone of technology * 

' * * * 

A* the fontr Director of Coo Notion*! Coot or for HoolVh Coro Tech- 
nology t^^ed ot * Congroooloiu^ hoorlAg in Kerch, 45 octltloa 
aoaeee dbhoo^gy in on* way or another* 11/ 

* Who dooo ft? .Too Equitable Insurance Company doo#. So do too FBA, 
the Aaorieen Medical Ae*o clot ion, SEES*, 51uo^Cro»t/»iu* Shield, the 
KatloflaJ Inotitufoo of Roolth, the American 'Boepltai Aaee^atlon, 

Io feet, such of what the sultitude of ftodical Journals publish ere 
report a of pract It loner* to their patera on asseesoente Sf paf»aVid ar 
procedure** The Saw England Journal of Aledicino, which I oentlSned, 
la eaong otoe eoat pro*inen£ . [ > 

' ■} ■ ' ' ■ 

C. Federal Government Aseeefents c 

„ y m : p.p- „ ^ 

•J 

Aa nored above, the mymao^pf group* that dooa ease assent a incli*Jee the 
^ feoeral government, H3|A bolievea fedfrel eeeeosaent resources ehould be 



11/ Statement by Sey**>ur Parry, H,D. , before the Hooee Select Coamlttoe On 
Aging* March IS, 1984. 
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targeted to a key purposes Helping smuts that the federal go versa* a* 
sakes it a oiro haa.lt b car a purchases wiaaly. . \ 



To do that, priority should he sccoreed t he following areai where the? 
fa4aral goveroaent haa a direct financial /pefica: 

. " •«fr . . 

P isscasawnts lncldemt to Med ice re coverage decisions — HC7A decides 
ioai Medicare coverage issuss on a national baa la. Before Making its 
decision on eoee^fcf" these Iseues, HCFA eekS NCSSR for • recostaeade* 
tlon oa^nfeether the technology should be covered. tiCHSK aeaeaees tbs 
safety and effectiveness of the technology Incident to formulating 
ite recoetaendeq 



o AejHggeaente Incident to updstlnfl and recalibrating Medicare pro a pec- 
t'ivc payment prices and classifications — ^b^HHS Secretary , after 
considering rsccssesndat ions of the Prospective Payment Assessment 
Commission, mist periodically update and recalibrate Med leers pro- 
epecti*e peyeent prices sod cleeeif ice t ions. In taking adjustments, 
the Secretery and Commission must consider (among other, things) new 
technologiee. * 

o Assessment a incident to ot her federal purche scs of hoe 1th ca re — 



/ 



The federal government also porchesee health care under Medicaid , 

. / 

Veterana Administration, CHAKPTJS, and other progress. 
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« * * 

The point in ell of thie it to reinforce the fact that there is no 

jingle thing or process as technology assessment. Separating the 

various components o$ assessment is essential in deciding what it is we 

went an Lssessasnt body to^ do, ahat its qualifications and powers 

should be, what standards should weasure^s success f and what it's 

going to cost* * > 



4 

a * 



Confusion over what- technology asses see nt is contributes to the belief 

by see* that eases swenx is U panacea for cost control* In fact, 
* * w 

powerful/ new financial incentives are eating aaaeaswent leea important 

V 

ae a coet contJftneent tool* ~ 
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^COMCLUSlONi VK SWVin DESIGN A SYSTEM THAT KEETS TODAY'S JEEPS AW 
rOHORROW * S CHALLENGES ' ' 



As iivasioriitioc of manufacturers, we etc a changed and changing world. 

> i 
We saa prospective psfment at a significant at«p in controlling costs. We 

saa a pj-uraliitic^ea 1th cars sector in which *assessmsmta are done by 

myriad organltarlonaV* And we see misunderstanding over the very t trass at 

the h*«i* of thii discussion* 

% 

f 

What we nsed*ls an evaluation process that deals with today's pro bleats an^ 
toaorrow'j chai lenses not the probieaa oT a world gone" by. Lot's not 
duplicate what already exists or try to fix * problem that is no longer 
there. *J • 



Today's problems include asking prospective payment work batterT^ They 




Include a«iutviog that quality treatments are available to patients. 
Include encouraging — * not discouraging — the innovation proceis that 
promisee great strides not, just in quality , but in coat containment as 
well. \ 
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^om from sbkator kbhkbdy fob frank b. samuel jr. . 

SIPBST, HEA£TR ISDPSTRY MANUFACTURERS ASSOCIATION 

. .. ' " \ 

1. We have heard that the health industries should be primarily 
responsible* for technology assessment and sponsorship* What 
assurances do we have that the obvious conf iidt of Interest 
would not be reflected in reporting outcomes and recocwfienda t ions ? 

A: We, ourselves, have not stated, and do not believe that the 1 health 
product manufacturing industry should be primarily responsible for 
technology assessment* (As to technology sponsorship However, il> 
that jaeans sponsoring the development of nev technology, then we 
simply don't Juaow any other p*y of doing itO k 

In the first instance, much of thje data supporting a new technol- 
ogy vUl come from acidemia and other research cent era* It mill 1, 
be used to convince a government regulatory agency, usually FDA, 
that the new product in question is safe and effective for market- 
ing. Thereafter, and concomitantly, another .form of technology 
assessment" will take place — directed essentially ^t utilization 
and proper conditions, indications or subjects for use. This Is 
, an ongoing process for most technologies, involving parts of the 
entire health provider community and reported in the medical and 
health research literature, and occasionally focused on a formal 
technology assessment process* * Almost always these formal^ tech- 
nology assessments are conducted by government or private payors} 
not by product manufacturers* , 

Medicare prospective payment and private cost control programs « 
significantly increase the incentives to evaluate technology cri- 
tically, perhaps tdo critically. ^Publifc and private cost con trot 
mechanisms are making hospitals and othes providers cost-conscious 
in the acquisition and use of technology — precisely the end. 
technology assessment is Intended to ^achieve. 
** 

On pages 7-12 of our statement, we discuss the new incentives, how 
hospitals are responding to the incentives, and data suggesting 
hospital actions are having positive effects. That part of the 
statement also touches, on the important role of PROs in evaluating 
technology. / 

2. Can you provide us tfUth soaf instances when^the producer of a 
health technology or the cr*a*Sr of a medical* procedure has rec- 
ommended that it\io longer Beused because of concerns ah/mt its 
economic cost, cost-effectiveness, efficacy or ethical reserva- 
tions? 

A- Medical products are removed from the market continually because 
of replacement by products that are moi^ efficacious, less costly . 
or more acceptable to patients and providers. The process* typi- 
cally is a joint one between developers and buyers who, through 
experience, decide the benefits are not worth the costs, or that 
new substitutes provide n^latively greater efficacy or other 
benefits* 
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What Incentives are there for manufacturers of health technology 
to assess^tlYe effectiveness, cost effectiveness, social impact , 
etc. of its products as they are applied in the system and what 
incentives do they have to disseminate their findings, especial- 
ly when they are negative? 

* - 

When health care providers — especially hospitals — are ex- 
tremely costVonscious, they put pressure on suppliers, including 
health technology suppliers. . % 

The same incentives that encourage providers to look for cost- 
effective products encourage manufacturers to develop^: hem. As 
manufacturers develop products, they conduct .internal' reviews to 
ensure that the cos t-ef feet i vane eg requirements of patients and 
providers are met. Similarly, manufacturers will conduct operV* 
tional assessments of effectiveness and other criteria because — 
again — the product must satisfy the needs of patients and pro- 
viders. 

1 J 
pn page 11 of ou^ statement, we highlight the balloon 'catheter and 
its use in coronary .angioplasty a cost-effective procedure t^at 
can substitute foV cardiotfwraclc sujgery. And on pages 12-15, 
we discuss the implantable infusion pump, which is a cost-effec- 
tive alternative to traditional chemotherapy treatment for liver 
cancer* i 

'In the new cost-conscious environment, manufacturers increasingly 
will develop products like the balloon catheter and implantable* 
infusion pump. And in the. process t of developing these products, 
manufacturers will assess on the basis of cost-effectiveness, 
ef feetiveness, and other factors important to patients and pro- 
viders. And in the cost-conscious environment, the absence of 
positive cost-effectiveness br other important factors will be 
obvious and have a negaajve impact on product acquisition. 



When Vivate industly does engage in health technology 
assessment, does it also share the results with competing 
firms? 1 , . - 



Manufacturing firms do not generally share results of internal 
assessments. To do so, would be at odds with notions of compe- 
tition and innovation wKich fuel development of new products. 
More significant, though, is what other parts of the health care 
system — providers — do with the results of technology assess- 
ments. fc » 

As I noted above^/health care providers, especially hospitals, 
have strong incentives to evaluate technologies and to adopt those 
that are cost-effective. 

Certainly hospitals within a system or chain share information. 
(Jur statement, on pages 9-12, speaks to the evaluation of technol- 
ogy in such situations, using both a nos-profit chain and a for- 
profit chain as 11 lustrat ions ♦ 

Particularly relevant is the footnote on page 10 on the American 
hospital Association's technology series. This series' reports to 
hospitals the results of assessments of new and existing technol- 
ogies*. 
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If there is a sharing of research results industrywide, what 
incentive is there for one company to initiate research"? Why 
would it not choose to vait for others to sake that, investment?' 



V 

A: Industry does not share certain kinds of research results (sharing 
* this kl*nd of info ma tion would blunt the incentive to innovate). 
Of course, the scientific literature reports on ouch research that 
underpins' and relates to aeveloftfBentsl work of t hi a* kind . How- 
ever, early success with an innovation requires haying information 
of significant benefit for the technology in case early adopters * 
wish\o use it. Typiealiy, this information diffuses to potential 
competitors soon after the product experiences early market accep- 
tance. The potential for this rapid diffusion of information on 
new technolbgles to result in competitive product development (and 
the attendant blunting of innovational incentives) is critical in 
this prospective payment environment. Preserving the incentive to. 
Innovate will demand that the prospective payment system* be flexi- 
ble towards accepting new developments and the DRG price* kept as 
current as possible. Technology assessment i»f or Medicare coverage 
ana^consequenfcvDRG recalibrst ion must avoid delay # so the recall- 
brat ion lags ar&KS short as possible. 

6* We have heard that technology assessment; can retard innovation. 
Is it not the case that objective, carefully implemented research 
assessing technology can enhance tU? adoption of efficacious and < 
safe health care innovation? 

„ ' . r 

A: It is possible, but unlikely. 

On pages 12-15 of our statement, we make a number of observations 
about how assessment can affect innovation* As we point out, 
assessment — even if done as well as your question assumes ~~ 
coapounds the technical, clinical, and regulatory barriers firms 
already face. 

Assessment can do two things. First, it can mean additional de- 
velopment costs — costs some smaller £irms may no^ be able to 
bear. Second, and more significantly, assessment oan cause an 
adverse effect on the psychology of the innovator! 
because it adds uncertainty to* a product's success* 



This is 

is. . K 



So even if an assessment is performed as carefully as your ques- 
tion suggests, it can still generally pose barriers to innovation. 
For specific products, the right kind of assessment might indeed 
be helpful. These products are likely to be those which increase 
short-term costs, but achieve long-term .costs or quality benefits. 

Our final point is tha± it^is unlikely an assessment, will be per- 
formed that carefully. The statement on page 15 notes that the 
implantable infusion pump treatment for liver cancer was the sub- 
ject of a faulty Medicare coverage assessment — later corrected* 
This is an#exa»ple of the delays and complexities of assessment 
— factors that militate against carefully performed assessments. 

■ /. 
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Do you have any illustration, of how Health technology assessment* 
in the past, such as activities of the NCHCT, under^nal innov." 
tiop of potentially useful products or procedures'? 



I think the best example to date is noted on'oaee 15 of our 
»V relating to the implantable infusion ^ Furtner the 
authority-of the NCHCT to compile an Smr^Z tecCKly Ust' 
caused a good deal of uncertainty within industry regardL its 
possible use as a barrier to entry. 08 

&. Do you think that It is important for the federal government 
to substantially Increase its commit went to health technology 
assessment or do you think it should be conducted exclusively 
by the private sector? • "* ■ . 

A: The answer lies somewhere between^ the alternatives stated in your 
question, * * _ -sir J 

The private sector plays a strong -role in conducting technology ' 
assessments. Private assessors include such diverse groups as the* 
Equitable Insurance Company, America* Medical Association, Ameri- 
can Hospital Association, the American College of Physicians > nod- 
ical research centers, and individual doctors. 

The private sector's role should be complemented by carefully 
targeted federal assessments. Specifically, federal assessments 
, should be targeted ,to a key pur pes ei Helping assure that the 
federal government makes its own health, care purchases wisely. 



To do that, priority should be accotded the following areas where 
the fedatal government has a direct financial stake: 

° Assessments incident to Medicare coverage decisions — The*i 
Health Care Financing Adi&nistration (HCFA) decides some Medi- 
» 'care coverage issues on a national basis. Before making its 
decision on some of these issues, HCFA asks the National Center 
for Health Services Research (NCHSR) for a recommendation on 
whether the technology (usually a procedure) should be covered. 
NCHSR assesses the safefy and effectiveness of the teclttLology 
incident to formulating its recommendation. 

o Assessments inci dent to updating and recalibrating Medicare 
prospective paym ent prices and classifications —The HHS Sec- 
retary, after considering recommendations of the Prospective 
Eayment Assessment^Commiseion, must periodically update and 
recalibrate Medicare prospective payment ■ prices and classifi- 
cations. In making adjustments, the Secretary and Commission 
must consider (among other things) technological advances. 

0 Assessment s incident to other federal purchases of' health care 

— The federal government also purchases health care 'for bene- 

^1 ficiaries of Medicaid, Veterans Administration, CHAMPUS, and 
^ W>ther programs. ^ 
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QUESTION FROM SSKATOS CRASS LEY FOR, FRANK g* SAMUKUJK^ 
* P^SIIWr ? HEACTH INDUSTRY MANUFACTURERS ASSOCIATION 

' Some witnesses stated that the federal government should be able 
to make sound decisions vith respect to reimbursement of various 
health care technologies. I think you also said as much in your 
statement . 

■ ' * ' "\ 

Would you agree with the position taken by Dr. Brandt v to tMe 
-Effect that any additional need in this area of the federal gov- 
ernment can be act through use of the results of private sector 
assessment activities? Or would you say that the federal govern- 
,nent's own internal capacity in the technology assessment area 
needs to be enhanced? 

A: We think Chat Congress should** mostly enhance the federal govern- 
ment's authority to determine whether it should 'pay' for technolo- 
gies under its own programs — such fes Medicare* We # support 
strengthened capacity for the National Center for He'alth Servicers 
Research (NCHSR) MjfSMeare coverage assessments So that ttjese 
assessments can ^e^flone 'promptly *nd openly. ' ^ 

• To the extent 0 your quest io^j is directed toward assessments not 
performed in connection wish federal programs, we do not see a 
* federal role. On pages 4-6 of our statement, though, wtag>oint out 
that if there is to be expanded .federal support for assessments 
not involved with government payment programs in this area,' there 
are three activities that would complement the current pluralistic 
. assessment system*. Those activities are serving as an information 
clearinghouse, identifying assessment needs, and developing and 
evaluating assessment criteria .and methqdology. 

Senator Quayle. Thanjt you. , I 

Eh-. Eddy. ' „ " * 

STATEMENT OF DR. DAVID M. EDDY; DIRECTOR, CENTER FOR 
HEALTH POLICY RESEARCH AND EDUCATION, DUKE UNIVER- 
SITY 

Dr. Eddy. Thank you, Senator Quajjle. „ 
First, I should describe my biases. I am a physician trained in 
surgery. I ako have a Ph.D in engineering, specializing ift cost-ef- 
fectiveness analysis afid technology assessment. §o, I suppo&fe iVep- 
resent those who do technology assessments and who work with or- 
ganizations sqch as those you have just heard from, to help them 
design policies. 

I prepared a written statement, but much of it has already been 
covered by previous speakers. Perhaps the most useful thing 1 carf 
do at this time is to address some of the specific- points that were 
raised in previous discussions. ' , 

First, I want to restate the importance of technology assessment. 
It is important we ay understand the magnitude of the problem we 
face in medicine today. We all know that costs are rising. We all 
know that choices will have to be made. In order to make those 
choices, we must have better : information or we are gqing to jnake 
mistakes. r 
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As I beKeve Dr. Knoebel said, a technology assessment is done 
every time a physician thinks abo^t the pros or cons of a particular 
> procedure for a particular patient, or renders an opinion about how 
a patient should be managed. There is no question that we are 
doing and will . continue to do technology assessments. The only 
question is how well. % 

Unfortunately, I do* not think they are being done verf well. 
There is a tremendous amount of room for improvement. Start 
with the fact that we have very little information about just how 
much a procedure can be expected to improve a person's health, 
the procedure's risks, its costs* and so forth. $ 

Beyond that, analyzing the value of a ^procedure can be a very 
complicated problem. There are many different factors that relate 1 
in complicated ways, and it can be extremely difficult to sort them 
all out. Unfortunately physicians, who have traditionally been the 
ones to conduct technology assessment*, are in geperal poorly 
trained for this task. They might be very well trained in surgery or 
some other*medicahspecialty, but they may not be well trained in 
* probability Jheory, economics, mathematics, computer science, and 
other sciences that are needed* to assess medical technologies. 
^ By and* large we now rely oil a consensus process for assessing 
medical procedures. However I. do not believe this is nearly ade- 
vquate. The consensus process is vulnerable to oversimplification, 
errors in reasoning, and obvious biroes, such >U3 financial and pro- 
fessional biases. . ■ 

I do not think there is any doubt that we do hot yet have an ade- 
quate system for assessing medical technologies. It you doubt thus 
vou cgfflgfeist ask the next physician you see about a persor^n 
' nealthSpblem, tp state the numbers that describe the vShts^fa 
diagnostic test or treatment he or she is about to order for you. 
Simply a£k the physician how -that particular - procedure will 
change the chance of a cure or some other outcome that is impor- 
tant to you. Do not be satisfied with generalizations such as 'we 
believe the test is valuable in cases like yours:" ask for the num- 
bers, and see what answer yoli get. All you wilV probably elicit is a 
severe sense of discomfort^because, in fact, most physicians don't 
really knpw these numbers — the information simply does not exist. 
Sit in on any NIH consensus conference and listen to the informa- 
tion that is being used as the basis for the decisions. 

What all this means is that we are probably making some big 
mistakes. Tlpose mistakes, I fear, are translated into lost lives and 
lost dollars. I do not believe that as a society we really appreciate 
thp magnitude of these mistakes. 

/ I personally believe th^t the loss is measured in the tens of bil- 
liypn of dollars and tens of thousands of liveb a year. To medicare, 
the. financial loss is on the ordei 1 of $5 to $10 billion a year. 

What does this mean for a Federal effort in technology-assess- 
ment? First, I think it means that the effort ought to be big. The 
•numbers I have heard are not nearly large epough. This may rfot 
be politically feasi bjkyJ mt I believe this area easily deserves and 
could support an efWE on the order of $100 million^ year. We 
spend $5 to $10 billion ddhig research and developing new technol- % 
ogies*It only makes sense to put some money jnto the last step in 
the process which determines how that research information 
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should be translated into an actual improvement in a person's 
health. While the existing efforts in the private sector are laudable, 
I do not believe they are nearly sufficient to correct the problem. 

With respect to Senate bill S. 250V I appreciate the concerns 
that led to itg development, but I see several problems that I think 
you might want to consider. First, I am not convinced that the ex- 
istence of a board of directors and theiexistence of a line of credit, 
or even a grant, is the major barrier to the creation gf a coordinat- 
ed public-j>rivate sector enterprise. The people who are doing tech- 
nology assessments carf get together right now if thev wanted to. 
There -are a relatively small number of them. They all kmny each . 
other. They all havo telephones. They probably even meet on the 
golf course every now and*then. Th^y could establish a board of di- 
rectors in 3 days if they put their minds to it, < 

I also do not think that $2 mil lion is the stumbling* block. The 
larger groups now doing technology assessments — largely by con- 
senses— could come up with that much money if they chose taf The 
third-party payers alone pay out billions of dollars a year in claims, 
$2 million cquld be collected if the motivation existed? So my first 
concern js that this particular bill does'not address the main baJV 
riers. # 

I am also concerned about the nature of the board. It should nbt 
be composed of people who have a financial or professional stake in 
the outcome. Representatives of the professional and corporate as- 
sociations can sit on advisory committees, but the board ought to 
be composed of representatives of the people who live or die by how 
a technology is used, and people who know how technologies are 
assessed. 

Finally, I believe the bill blurs the lines .between public versus 
private control. The act stipulates in detail the Institute's govern- 
ance and mission and even sets 'the honoraria of the board, but 
heaves it up to the Institute to do the work and to raise the money. 
I wonder, if the Board wanted to change the Institute^ mission 
slightly, would it "have to turn to Congress to change the act? 

Finally, I believe that the effort is too small. v /* 

In summary, I think we all agree that there are important roles 
for \poth the private and public sectors, but I am not convinced that 
we need to think only in terms of ioint public-private agency. If it 
is coordination we want, that could easily exist without creating a 
jointly 'funded agency. In fact, the public already sponsors many 
private sector activities, and people in the public sector already sit 
on the boards of private organizations* People in the private sector 
sit on advisory boards for public agencies, and in fact dp much of 
the work, review proposals, approve concepts, an$ in many cases, 
move in and out of private sector jobs. So, tpe coordination between 
the public and private sectors is possible without a jointly spon- 
sored agency. * 

In terms of a new effort in the public sector I prefer creating a 
new Federal agency comparable to the National Institutes of 
Health, Food and Drug Admfhistration or National Center for 
Health Services Research and Development, I frankly am not as 
discouraged about the products of the National Center for Health 
Care Technology [NCHCT] as others appear to be. If the main prob- 
lem was that their analyses were divorced from the medical envi- 
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ronmfent, then that is certainly not a problem with structure, mis- 
m sion or mandate of the Center; that Is more a matter „of direction, 
* which could be corrected. However, if for sqme reason' it is politi- 
cally infeasible to resurrect NCHCT or create a new Center, I 
would ^advocate a major increase in funding for the National 
Center for Health Services Research. 

I would like to close by applauding you for taking on this prob- 
lem. It is a huge one, and it is extremely important. Technology 
assessment is the fast link in a long chain thai starts with a re- 
search idea and, we hope, ends up in an improvement in a person's 
actual health. A weakness in that last link can destroy decades of 
lime and millions of dellars of research, and can commit us to lose 
. millions of lives and billions of dollars in the future. I believe it 
deserves major^stipport. - 
Thank you. 

Senator Quaylk. Thank you, Dr. Eddy. 

I can assure you that at least \and others perceive this to be a 
Kncyor problem, but I also can assure you that with certain fiscal 
constraints, doing too much is just beyond the realm of political 
possibilities. Therefore, Ivwonder if we might focus on what is 
really possible And to look at our bill as a first step. You mentioned 
that the people who are involved in technology assessment have 
yhones hooked up and they^may even flbeet on. the golf course peri- 
odically, and they could come together if tHey Wanted to. That may 
be true, but I don't think they will unless there is sotfle entity or 
some umbrella where they can come together in a structured way. 
We dan offer some sort ol enticement for them to sit 4own at the 
same table and for them to try to rationally discuss where we are 
going to go on this. / 

Therefore, if you accept that we have to do something rather, 
minor, that we are not going to be able to do something major with 
the budget restraints we have, what do you think of the approach 
that we outlined iri^S. 2504? Would that pe a good first step or not? 

Dr. Eddy. I am still confused about the relationship between the 
public and private sectors with respect to the governance of the 
proposed Institute. The governance and mission of the Institute is 
stipulated by an act of Congress, yet, as I understand it, the mis- 
sion is to be carried out and the money is to be raised by the pri- 
vate sector. I believe, this split leadership, split reporting relation- 
ship, and lack of flexibility will compliance the accomplishments of 
the Institute's mission. , . ^ 

I Would rather see a program that is either primarily public 
sector or primarily private sector, rather than a combination of the 
•two. For, the public sector, I prefer a large increase in funding for 
the National Center for Health Services Research*)^ better yet, a 
nW Jjpujependent agency. For the private sector, V would fpvor the 
st^ghtf(?rward approach of making a large" grant to the Institute 
♦of Medicine or some other highly respected impartial body ; 

Senator Quayle. Well, the chain of command, the wffy that we 
set it out, is reaiiv dominated by the private sector. It was intended 
to be that way. We felt th$X the private sector has a great deal of 
the expertise and that they .ought to be involved in coming togeth- 
er to rationalize where we are gping to go.. We left open the guid- 
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ance mechanisms «nd ahe direction that they are going to go. We 
wanted to leaye as much flexibility as possible. 

The ^Governmant tried the Center for Technology Assessment 
within HHS, and it v^as phased out in 19&L It wad just simply a 
Government program and it became bogged down witn politics and 
other things and simply wasn't workable. So, this is a different 
type^ of approadh. Dr. Brandt mentioned that he wished that, there 
wa^ more coordination, .and a little bit better understanding. It 
seems to me that what you are saying is that perhpas we outfit to 
put H, or at least the private sector aspect of it, in the IOM, if you 
are going tq have tH^private sector initiative. Is that correct? 

Dr. Eddy. Well, I was going to ask you why, since Senate bill S. 
SJ504 was modeled, after the report of the IOM, the IOM was not 
designated in the bill as the appropriate place for the hew Insti- 
tute. I will just say that the politics that the NCHCT got bogged 
down in 'were in the private sector, as indicated In the hearings 
that led to the demise of the center. I think that those politics still 
exist, and would plague a public-private sector entity, such as the 
Institute that is being described in the bill. 

We should list the desiderata or criteria that should govern a de- 
cision about where a technology assessment unit should be. First, it 
must do excellent studies. Second, it mu$t be neutral/ riot only po- 
litically neutral, but capable of impartial reports. 

Third, I think it requires stable funding, because that affects its 
impartiality* The continuance of funding should be based on the 
quality of the products and the usefulness of the reports, not on 
whether the recommendations please or displease a particular 
group. If a new organization must rely on various organizations in 
the private sector for continued funding, I believe it will continue 
to be vulnerable to the same financial and political pressures that 
stopped Jthe NCHCT. The Institute of Medicine ia.one of the few ex- 
isting organizations in the public or private s^Jror that might be 
able to wjih^tand that pressure/ 

SenatorQuAYLE. Mr. JBamuel, on page 2 of your testimony, you 
talk about limiting the Institute s authority to serving as a clear- 
inghouse dr existing information on technology. Plow would that 
work? What, in your mind, do you mean by that? 

Mr., Samuel. Let me, first of all, clarify the pbint, Mr. Chairman. 
The clearinghouse is limited to three functions that we would sug- 
gest are important for this entity. In addition to the clearinghouse 
function, the assessment, identifying assessment needs, and work- 
ing on assessment criteria methodologies are also important. But 
lets go back to thfe clearinghouse. J 

We provide, on the bottom of page 4, a suggestion of how that 
would work. Basically, our perception is that we have a very large 
number of assessment activities underway now. You heard about 
some of those. The first thing that is needed, before we start going 
off and doing^ more assessment, is that all of those entities have 
access to each other s work, that any of my* manufacturer members 
would have the same, any. physician, any member of the public 
would have access to the body of data and conclusions about tech- 
nology that nave come out of this whole process. We don't have 
that now. You can go to the National ^Library of Medicine and get 
a listing of all the reported literature works on technology and, ob- 
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viously, ,get some of those that deal with technology assessment. 
However, our perception is that you can't go to one; place "and 
really have a trufr depository of all that is known about assessment 
of technology, whether it be clinical, whether it be economic, ethi- 
cal, jfr whatever. So, that seems to lis to be a function that no one 
else is going to do, even if they could get together on the golf 
course or otherwise, and. I think a lot of that could take place. I 

• must say I agree with Dr. Eddy on that point. However, even if 
they would do that, it would be hard for them to establish some- 
thing like the National Library of Medicine or likte a centjal' depos- 
itory of facts and figures that we think really must underlie all of 

. this. 

Once that is in place, and once assessors, whether the Govern- 
ment or the private sector, are used to pooling their research and * 
the results of their research through this entity, and this entity dis- 
seminates and makes a practice of disseminating, through written 
reports, conferences, what have you, then f think you have, a w$y 
of beginning to identify needs. 

. That is the next thing we think is important Where are the 
needs for assessment? Third, how do you do it? I think Dr. Eddy's 
point about that is corf^ct I think right now we tend to underva- 
lue qualitative benefits in technology assessment, long-term bene- 
fits, quality of life benefits* We tend to overvalue proving clinical 
efficacy in a clinical &nse or economic efficacy. Clearly, methodo- 
logical concerns are important* too. . 

All those arg central functions. It is unlikely that any one asses- 
sor, even as big as Medicare is, if it decided this, would be able to 
d<? those central functions very well. 

That got beyond the clearinghouse question that you asked, but 
basically the clearinghouse we see as a very essential part of the 
foundation of a better, more efficient technology assessment enter- 
prise, » • 

Senator Quayle. OK, gentlemen. Thank you very much. 

[The following information was supplied for the record:] ♦ 
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Honor ab la Orrin Hatch * ^ 
Chairoan 

CowittM on Ubof* end feaaan Rat our cat 
~ U, S> Senate 

^25 DUkian Senate Of flea Building 
Z Washington . D.C. 20510 

J Dear Sean tor Batch r 

t x 

^ Tha following cominCi about S 2504 ara of farad on behalf of the 16,000 

J physician and scientist members of tha American Collega of Radiology. Tha 

'J Collage appreciates tha" opportunity tb stake these ccessante and requests that 

they o* *ada part of tha record of public haaringi on S 2504, 
* 1 i 

Radiologist* ara physicians who are trained and who aptcialisa in tha asas 
of Ionizing radiation and otfier radiant energy for*** for tha diagnosis and 
treefaent of diaaaaea. Tha aCientiet taeeabere of tha -ACH ara radiologic 
physic lata, whose Jiactplina undarliaa tha development of soderrt radiological 
technology. JUdioAogiete are directly raapenelble for the bulk a\ nadicai 
, diagnostic imaging! procedure a and radiation treatments for cane a r required 
' 'by Aoaric aha at any tie*. 

The f laid of radiology haa been a dynamic pert of rodern medicine, with tha 
+ advent and rapid proliferation of raw technical advances being almost 

routine in the peat two decades. Frocj the' staple x-ray procedures of $%9**0 , 
we have seen tha introduction of radioisotopes . of ultraeound technics, 
of linear accelerators f 5r high anargy cancer treafceente, of couputer 
applications, -*f lnaging concept* such ae computed tomography , positron 
* J,l,,lon tocography . '.Ingle photon emission tcuiqgraphy , and currartly, 
cygnet ic resonance. Each of thaaa oodalitlea has uddtd significantly 
to tha ability of the radiologist to identify rengee of disease and 
disability. In recent year* , the use of catheter technique* to restore 
deluded blood veitsela and. other body channela , to remove stones or 
foreign bodies and to carry medic Inee to specific disease sites has ' 
Rreatly ^he/iged medUei practice, reducing patient rr-romj , costs snd 
.onp \ i : a: ions . r 

* 

In nunv e*se« . the sciantifit and industrial research ".ecesiary Co devaloo 
the equipment rfith which v« undwr'iflke ches« orncidores has been both extensive 
and B»p t nsive. The «qulpn»nt sp?! supporting facilities are omplet and to*tly 
to obtain and to operate. Not all of our promising technologies passed our 
own scrutiny en J survived. 

s All of t,his emphesijes that the discipline of radioiogy has hsd ^ 

signif leant and sometimes vexing end fruatVating experiences with prWioue 
public and private efforts at heelth planning and technology assessment. 

V, Hencft, our observations about the process and our euggestions, for specific 

appro*: he* jme frcss r hp set" oxper iencas . 

Una eerloue dllemnaa of »paat technology assessment efforts has been 

s confusijn bnvttfn the stated objective and the ircperetive of the assessor 
tn save wn^v 'n some element of health csre. To be aurs . cost ef f ec t Ivsness 
i« one proper flement of t»chnology assessment. However, when i t , i » si loved 
to becc**e the ^om»in*nt element, basic cuncepte and judgements abou: medical 
needs sr» lost. 
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s In developing chit point, we do not tuggttt thtt the Congreat should data! 1 

i the tray In which the proposed institute should carry out its studies. But va 

" do urge that in tha blU or in report ienguage, that it be esiphetUed that tha 
^ purpoee it to waka stud it a. for tha *edicel practitioner and tha heelth care 

facility, rather than for purpoees of tha hoet of othar dltciplinaa which 
have demanded that sad 1 c 1 1 practice be reshaped to respond to tha ir ci tar ia , 

A second dilasma in other technology aatestment propotaie hat been a 
tendency by tha aasaaaort to ignora tha antire vaigTit and worth ot tha 
experience of tha medicel cOGtuunity with a device or modality. Cliriiciene 
do not en$ege in tha controlled atudiwa iavcred by tha Peeeerch community. 
Their tatting ia pragaetic and i^aenlngful to- than. Fur char ; thair judgeeiente 
ara made In terse of tha senagement of patieffVi, alto present aa individual § , 

Again, tha point t< not to dictata finite datail to tha institute, but 
to urge rapoit language raf lading tha concern of tha Congrats tha; the 
experience of the radical coasaunlty be utilised in ita eeeeesstant efforts and Char, 
the JudfcesieiKt ' ba cauched to have v4lue. to that coraeunlty, at wall ee to 
^ policy flvakare. **" 

Thia concern ii somewhat occasioned in S 25QU by tha propoaad competition of 
the boerrf of directors. Oily three of 14 cited organ* zationt dirVctiy rapreaent 
. phytic Lena, whoae decisions, presumably, ire to be aeapled, enelyzed and 1 
influenced. Nureee and hoapital admin it trator a would bring haalth prof easiQn^ele 
u£ to five of U, leaving the others concerned at euppliere or third fcertiee, 
All of rhc*e groups have igvol ve*ent end concerns with health. care, Parhapt 
thay will 'appoint phyeiciene to rapreeent them. But in tarnw of contributing 
to the analytical protest , thair contributions may.be sore political than 
tc ken t I f tc . 

„ At the tea* tliee , it teeat tc^Lt that the. hoard, ea outlined, would be en 

.Inefficient governing body, einca ita sesbcra have the potential conflict of 
repreeentlng their organization at the eaate tine thet they ara to tat 
policy 'for a functioning structure. It»ie would be mora appropriate ea an 
advltory group, with e amel ler number of phyaici^ant and in vaat lgetpre aarvlng 
aa a management coatelttee to work directly with the staff* The larger group 
could be the »echanitw to aelect tha attailer etanageSMiiH conastttee , with the 
undert tending thet neabera of tha smaller group thouid have 'particular competence 
in rnadl.-al enalysle and deciaion making end thet thoae indlviduelt should not be 
representati vee of any aponaoring organization * 

Thet* *xe the thought* about S 2504 at reflecting the diseustlona within 
the Asaer ic en Col lege of Radiology* If we can ba of any othar aae ittenc* at 
this recai vat furthar cont ideration , pleete cell upon us through our 
legit latlve consultant, J, T, Rutherford , ■ 

Sincerely, a - 

. M. fa 

Gerald 0, Qodd , M.D. 

Chat man. Hoard of Chancellors 

' -TV 

Senator Quayi^f. That concludes our hearings today and the com- 
mittee will stand adjourned, 

[Whereupon, at 12:05 p.m., the committee recessed, to reconvene 
subject to the call of the Chair.] 
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